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dny alcohol abul. or dru8 abus.
prevenl10n function which il Cederally
assisted. ApplicabIlity il determined by
the nalure and pUlpal. of Ihe recordl.
not the status or pnmary functIonal
capacIty of Iha recordkeep.r. The
definlllOn of ..alcohol abuse or dru8
dbuse prevenllon Cuncllon .Includes
specified actlvllles .even when
performed by an organIzatIon whose
prImary missIon II In Ihe field of law
enforcement or II unrelaled 10 alcohol or

druSI...
The propOled relulationl and the

Final Rule II 12.12 make Ihe regulationl
applicable to Iny InformatIon about
alcohol and drul abu.. patlentl which
is obtained by a federally allllted
dicohol or dru8 abuse program. A
program II defined to be thole pet10nl
or legal entltiel which hold themlelvel
out as provldin8 and which actuaUy
provide diasnolil. tre~enl or referral
Cor treatment for alcohol and/ or dru8
abuse. Thul. there II a fundamental Ihift
loward delermlnln8 applicability on the
basil of the Cunctlon of the ~cordkeeper
and away (ram makin8 that decIsion
bated lolely on the nature and purpole
0( the ~cordl.

~o alcohol and dru8 abu.. patient
recordl. whether Identified by the
nature and p~l. of the recOrdl or the
funcllOn of the record keeper. are
cove~d by Ihes. regulationl unlela th.
diasnOll1. treatment. or ~ferral for
treatmenl wIth whIch the recordl a~
connected il federally allllted.

Several commentert painted out that
whIle the regulatory lanlUap of the
proposed rul. on it, faC8 appliel Ihe rule
to InformatIon aboul alcohol and drut
dbu.. patlenll In fed.raUy allilted
"rogrami. the e.planatlon of the
dppllcabl1lly provIsion al .2.12(e)(2)
obscures the otherwtse forthnlht
statement by an additional standard
bated on the type or Federal aillltance
going to the proaram. I som. patient
recortis In a federaUy aalllted prograID
would be covered and othert would nol
Thole who commented on thia lection
urged that covera.. diltiac.tiona under
the explanation in t 1.12(.)(2) be
omitted becau.. they ~.uJt in disparate
t~alment of patient recorda W\thin an
alcohol and/or dru8 abule program
bated on the type of FederalasiLitance
~olns to the program. Other commenlert
a,serted thit balln8 coverase on the
type of Islllt..nce 11 Inconilslent with
the clelr meanln8 0( the applicabIlity
pr\Jvislon In the proposed ind Final
Rule.

The Finil Rule revilel the pro poled
e,plinatory miterlal at. 2.12(e)(2) to
,how that ill alcohol and dru8 abule
p.£tlent recordl wllhln a covered
pfOif;\m ire ?r!)tlttld by Ihe

confidentillity provision. Ind that the
r!cord of In IndivIdual patIent In In
uncove~d program. whole ca~ I.
f!derllly supported In .ome w.y which
doe. not con.tttute F!der.1 Is.lstance to
the pr08ram under t 2.12(b). i. not
Ifforded confidentiality protectIon..
Thus. where I F!deral payment II made
to. pro8rlm on behalf of an Indivldull
patIent and thlt pro8ram il not
otherwl.e federally Issl.ted under
, 2,12(bl, the record of that IndivIdual
will not be cove~d by the ~gu!ationl.
Althou8h the Oepartment expects them
to be ra~. It would be po.Iible for such
instances to occur, For example. If a
Federal cnurt place. an individu~1 in a
for-profit pro8ram that i. not certIfied
under the Medica~ program. that il not
authonzed to conduct methadone
treatment. and i. not otherwi.. federally
a ted in any mlMer provided in
12.12(b). the patient r.cord of that
indIvIdual would not be covered by the
re8ulatlon. even though the Federal
court paid for the indjvidual'. treatmenl

Comment. to the propoled rule we~
persulllve that the type of a.llltance
should not affect the ICope of recorda
covered wIthIn a covered program.
When the determination of covered
recordl wal baled on the purpo18 and
natu~ of each r.cord. it waa coMlstent
to vIew Federal a.llltance from the
perlpectivl of each Individual record.
However. when the determinetion of
which recorda are cove~d Ia baled on
who II keepln8 the ~corda. II In the
propo.ed and Finll Rule. it 11 con.latent
wIth the approach to vIew Federal
asal.tance from the pr0tr8m lavel a.
applyina to aU alcohol and drug abuae
patient recorda wIthIn the program.

Oetermininl covera8e baled on
Federal .a.I.tance to the program rather
than to In indjvidual rep~lent. a
change in policy from the currvnt
relUlationl under which the Oepartment
view. a Federal payment mad. on
behalf of an indivIdual al sufficient to
cover that Individual'. record. However.
any diladvanta8e In not covenna
IndivIdual record. In tho.. rare caH.
which may occur I. outwel8hed by the
advantaBel of con.l.tency .nd
efficIency In management of the
program a. I result of all alcohol and
druB abuse patient record. In the
proBram beInB subject to the same

confidentIality provlslonI.
The Final Rule Includes new material

at 12.12(el(3) whIch brieny explaIn. the
types of informatIon to whIch the
restrIctions are applIcable. dependin8 on
whether I r!stnctlon is on disclosure or
on use A r~.tnctlon on dIsclosure
~pplles to any InformatIon which would
IdentIfy a patlent al an alcohol or drua
dbuser, The restrIetlO!\ 0!\ uSt 01

Information to brlnl crIminal charles
Investllate I patient ror a cnme jpplles
to any InfOrmation obtained by th.
program for the purpose of diagnosIs,
treatment. or referral ror treatment or
alcohol or drug .buse,

Several commenters strongly urged
the e~pliclt Inciullon of schuol.b.sed
educatIon and prevention programs In
the applIcabIlIty of the regulatlonl,
School.ba.ed education and preventIon
activltle. may rail wIthin the definItIon
of. program If they provld. alcohol or
drul abus. dialnoll.. treatment. or
referral ror treatment and If they hold
themlelvel out ..10 dolnl, That 1.
reflected an the Final Rule at t Z,1Z(elt11
wIth the Inclu.IOn of '.school.bas~d
prolrama" in the Ii.t of entltl~. which
may com. under th. regulatlonl.

An .~ample of how djaln°.11 affectl
coverage hal been omitted It
t Z.1Z(e)(3)(ii),lt i. omitted not because
the exampl. could never occur under the
Final Rw.. but because It II very
unlikely that. "lpec1.lized'. program. al
prorram il defined under th".
~at1ona. would be trelttnt I pat1.nt
ror I condition whjdi il not related to
alcohol or drulabUH ludi that th.
refertnca to a patient's alcohol or dnI8
abuse hiltory would not be related to
the condition for which ~Itment II
rend.red. Inalmudi a. the ~lltlOnl
only apply to prorraml. thil e~ampl. II
mort likely to confu.. than provIde
guldanc. Ind ror that rel.on has been
taken out.

.\'otlfyinl a Pa~nt or Guardian of Q

.\1inor'J ApplicQtlon for T~tment

The propoled rul. at t Z.14
reorganized Ind reviled but did not
substantively amend th. e~i.tlnl t Z.15
deallna wIth the sublect of mInor
patients, Under both the ~~IStlnl Ind
propo..d rulel. a minor pltient's
consent II lenerllly required prior to
notlfyinl th. minor's parent or guardian
or hls or her applicltlon for treltment.
Thll IS true even thoUlh withOUt
notlfi:,atlon It IS Impos.lbl. to obtlln
parentll conlent in thol. ca.el where
State law requites a parent. gu&rdlan. or
other penon to conlent to alcohol or
drul abul. treltment of I mInor.

While thll ISIU. w.s not fIlled In th.
proposed rule, the Department hl.
received ,ever.1 inquirIes on It from th.
public since th. proposed rul. was
published suggestlnl that In thos.
States. wher. the parent's or iuardi4ns
consent is needed ror th. mInors
treatment. the program should b. rree
notIfy the parent or guardian or the
minor's application ror treatment
without constraint, The Dep.rtment h~s

conslderfd I"IS Issue dnd decIded 10
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COMPARISON WITH PROPOSED
RL'U:

Subpart A-ID~

Rl'ports rJf ViolatIolW

Both the e~istinllnd propOled MJles
provide for the repf)nln8 of any
vlolatlonl of th-e re~ulations to the
United States Attomev for the judic;lill
JI~trlct In whlc;h the v;olallons oc;c;ur. for
rpponln8 of vlolatlonl on the part of
methadone prosrlml 10 the Rl'glonal
Offices of the Food and Dru8
Admlnlstrallon, and for reponin8
vloltltions by a Federal ~rlntee or
contractor to Ihe Federal agency
monitonn8 the grant or contract. (See
I t Z.7 and 2.5. respectively,)

Indsmuch as it II the Department of
ru~tice which hal ultImate and sole
rp~po",lbllity for prosecutln8 violation.
of these regulation.. ~he Final Rwe
cnntlnue. to provide tor the reference of
r~pon. of dny viol.tion. to the United
S:4tes Attorney (or the judicial di.trlct
in which the violation. occur.

It also continve. to provide for the
r,.ference to the Re81oaal Office. of the
FUOd and Dru8 Admlni.trltion of .ny
rt'pOns of violationa by I methadone
prograru. As a reIUJatory agency, lbe
Food and Drug Adminiltr.tioD hal both
the I)rglnlubon and luthonty to
rp!pond 10 alleged violation..

Ihe Final Rwe no 10n8er directl
r.'pnrts of \'iol~tion. by a Federal
gr:tntee or contractor to the FederaJ
e~cncy monitorin8 the grlnt or contract
or, as In the propoled revision of the
r~:lp!. ~loldtlons by a Federll agency to
Ihe Federll agency rwspon.lble for the
p:-1gram. Thil chanle il m~de in
recoRruhon of the lack 0( investi~ati\'e
tutll, av..ilable to grantin8 and
t;untr.ctin. alencles .nd of Ihe ultimate
r,.r~rTdl which mu.t be made to the
Dl'partment 0( Jultice. 0( coune. If
..11~ged violation. come to Ihe 4ttenlioD
uf :he Depanment of Health and HumaD
~'rvice.. they w,11 b. forwarded to al'
,I~propria'. rwp'...ntative of th.
D,.paltment of J\18tice.

Subput 8-G-- ~

SI~~'=lalizt'd ~

I.ike Ihe propoMd NJ. at. %.1%. Ihe
final Rule i. appllcabl. to any alcohol
,Ind dJ1J8 abul. Information obtained by
,1 f~der.lly ...t.ted alcohol or anJI
,1~llse prow.m. "Pmgrlm'. is aefined in
i 2.11 a. a person which say. It provid~1
-1:1d which actually prv\ldes al(:ohol or
lir-..8 dbuse dIII11OI.., Ireltment. or
re(errll for treatment. A proulm m~y
pruvlde other serwice. In .dditlon 10
:1lcl)hul and dnJI Jbu.. services, for
t!~.impl. ~ent.1 n.allh or p!ycl\iatrtc
,rvir:es. ..nd nevenhele.. t>f! .n ..1~oh.,1

Congress to ~nhance treatment
Incentl\"~s for 31cohollnd drug abus.
Inatmul:h II many 41cohol and/or druS
abuse patients Ire treated In I g~ner41
medical care f~cllity not because they
have made a decIsion to seek alconol
and drus abuM treatment but becaus~
they have suffered a trauma or have 4n
acute condition with a pnmary diagnosis
of other than alcohol or drug abuse.

In .um. we are not persuaded that the
existins burden on general nledical care
f3Cilitiel il warranled by the benefit to
patlentl In that aettlns, The~fore, !h~
Final Rule ~talnl the language of the
proposed Nle at t 2..11 defining
.'program'. ~nd makln8 the re8ulatlont
applir.able at t 2..12. to any InformatIon
about alcohoL and/or drug abuse
patient. whlclt it obtained by a
federally ..lilted alcohol or drug abuse
PrQlram for the purpo.. of treat In..
makin8 8 di8~i. for treatment or
makinla ref.rT81 for treMtment of
alcobol or dnit .bute.

Communicatio/l.l bet':~.een a Program
olld a..' E/ltJty Havinl Direct
Admini!trotJve Control

Th. .xiltins resul.tio'. at t 2..11(pK1 )
and the p~Md Nle at I 2..1Z{c)(3)
e~empt from tb. restrictionlon
disclo.ure communlcationl of
infonnation Within 8 PfOlf.m between
or amonl personnel in coMectlun WIth
their dutlet or in CQMecuon with
provl.ion of patient care. respectlYely.
The Oep8rtment b81 preyioUlly
interp~ted the .~.unl pro~.lon to
mean that communicauona wIthin e
pro3rlm m8y include communlcationa to
an IdminisU.tiYe entity havlnl direct
control oYer the prosram.

The Final Rule ha. incorporated that
!~gal opinion into the text by .mendi~
t Z,1Z{C)(31 tu exempt from restrict1OM
un disclosure "communIcations uf
information between or amons
pe~Mel ha\,inl 8 need for the
infurrnMtion in connection wIth Iheir
duties thet ante out of the proV!.lon of
did~no~l. t~atment ur referral fnr
tre.lm~nt of alcohol or dru8 abu..~ if
Ihe cummunicatlonl are within a
pro~m or between a protTam ind iQ
entity that hal direct edmln.strali"
control oYer the protram. P~rl~rapb Id)
uf th"t .8me section II 8ccordjn~ly
Jmended to restrict any further
disclo.ure by an .dmlnl.trali~e enlitJ
which receiY~. information under

t 2..1:lc)(3),

Etplun,,:Jo)n 11,f .~pplicIJDl/ity

The exlstlnM r~gulitI8n1 .re
..pplical)le 10 p.tlenl re~ords maIntatneQ
In I:onn..:ction wIth the perf"rm.1nre ~

or dMJg abuse provam within the
meaning 0{ these regulations s" long as
the entity IS specialized by holdinl Itself
oUt to the community as providing
djd~OSIS. treatment. or refelT81 ror
treatment for alcohol and/or drug abuse.

If i facIlity IS a provider 0{ general
medical care. It will not be viewed in
whole or In part as a program unless it
has either (1) an Identified unit. i.!.. a
IIJcation that IS set isiGe for the
pro..ision 0{ alcohol or dMJg abuse
uid~OSjS, treatment, or referral for
tr~a[m!nl, or (Z) It has personnel who
dre identified ~s proViders 0{ diagnosis.
treatment. or re{erraJ for treatment and
~hose pnmary function is the provIsion
uf those alcohol or drul abuse services.

Regardless or whether an entire legal
en:ity is a pro8rHm or If a part or the
entity is a progr~m, the confidentiality
protectionl cover alcohol or drug abuae
pdtient records within any federally
assisted prf1gram. aa Yprogr8m'. Is
rlefined in these r~ulations.

Those comments opposed to limitl",
applicability of the regulations to
'.specialized'. programl focused on the
desirahility or full and uniform
applicability of confidentiality
standards to any alcohol or drug abuse
patient ~ord irrespective of the type of
facility deliverinl the services.

The Department takes the position
that limiting applicability to specialized
programs. i.e.. to th08e programs that
tI.,ld themselves out a8 prov1dinl and
which actually provide alcohol or drul
dbl:se diagn08is, treatment, and referral
f(1r trPatm!nt. W111 simplify
.1dmini.tration of the regulations
without si~nific.ntly affecting the
incentive !0 ,"k treatment provided by
the confid~ntielity protecti.m,.
Applicability to specialized pragr-.ms
wIll lessen the adverse economlr: impact
of !he cumnt re~l~tions on a
subst~ntial number of racilities which
provide alcohol and dru~ abu.. care
only a8 an incident to the pravi81on of
gener.1 medical ca~. We do not foresee
that elimination or hO8PitIl emerwency
roIJms and general medical or sut1ical
wdrus from coverage wIll act a8 .
signlfic~nt deterrent to patlent8 seekinl
assistance for .11cohol and druB abuse.

While some commenters sugested
that the;,e will be an Increa..d
administrative blJrden for o~anizations
operatlnl both A specialized alcohol
dnd/or drug abuse prf1rram end
provIding 01her he~lth ser\ices. we view
this as thc ,ame burden racIng .II
ge:\eral m!dical ca~ (acllitiet under the

e"I~tin~ MJle.
In m~ny Instances It IS question~ble

~hether ipplicabllity io ~eneral medical
ca~ far:11i tIes addre~set Ihe Intenl or
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dny alcohol abul. or druJ abuse
pre'ienllOn function which la federally
assisted, Applicability il determined by
the nature and pU~M of the ~corda.
not the status or pnmary functional

capacity of the recordk"p.r. The
definition of '.llcohol abuse or drul
dbuse p~'ienllOn functIon' Includel

specIfied actl'ilties 'e'ien when
perfomled by an orsanlzatlon whos.
prImary mlsllon II In the field of law
enforcement or il unrelated to alcohol or

drugl.'.
The proPOled ~gulationl and the

Final Rule at I Z.I% make the regulationa
applicabl. to any Information about
alcohol and drul abuM patienta which
is obtained by. federally aalllted
alcohol or drua abul. Pr0tr8m. A
progrlm il defined to be thol. penonl
or legal entltiel which hold themlelvea
out II providin. and which actually

provIde dialn°lia. tnltm.nt. or ~ferral
for trellment for alcohol and/or drut
abuse. Thul. the~ il a fundamental Ihilt
toward determini"8 applicability on th.
basil of rhe function of the recordkeeper
and away from makinl that decision
based lolely on the nature and purpOI.
of the ~corda.

~o alcohol and drul abuM patient
recorda. whetiler Idenufied by the
nature and purpoM of tbe recorda or th.
function of the recordkHper. are
co'iered by theN t9IUlationa unlela th.

diagnolia. treatment. or ~ferral for
treatment wIth which th. recordl are
connected il federally alallted.

Se'ieral commenten pointed out that
while the resulatory lanlUa.e of the
propoled rule on It. face appliea the ruJ.
to Information about alcohol and dn18
dbUI. patlenta in federally allilted
programs. the explanation of the

dppllcablllty provision at' Z.12{e)(%1
obscurel Ihe otherwll. forthnaht
statement by an additional standard
based on the type of Federal asalltance
goln. to the pro81'8JIL I.e.. some patient
records In a federaUy aallated pr0tr8m
would be cove~ and o~en would not.
Thole who commeated on thia HCtioa
urged that covera.. di8t1Dctiona under
the explanatioa iD t Z.1Z{el(%1 be
omitted becau.. th.y reawt iD dilparat.
t~atment of patient recordl W1~in all
alcohol and/or dn1J abuM protram
baled on the type of Federal alllltanc.
solng to the prOjtam. Other commenten
asserted that balinl coverage on the
type of 11111tance II Inconllstent wIth
the clear mean In. of the applicability
prIJ\'ISIOn in the propOled and Final
Rule.

The Final Rule revilel the pro poled

e~planatory matenal at' Z.IZ(e)(Z) 10
show that all alcohol and dru. abul.
p'£tlent recordl within a covered
prCl8r:lrn are prl')tected by the

confidentIality provision. and that the
record of an individual patIent in an
uncove~d prolfam. whole care I.
federally supported in some way which
doe. not con.titute Federal asllstance to
the program under I Z.lZ(b}. i. not
afforded confidentiality protection..
Thu.. where a Federal payment II mad.
to a progr.m on behalf of an Individual
patient and that progr.m il not
otherwi.e federally assl.ted under
12.12(b). the record of that Individual
will not be covered by the resu!ation..
Although the Department expects them
to be rare. it would be po.lible for such
instance. to occur. For example. II.
Federal cnurt placel an individuMl in a
for-profit program that il not certified
under the Medicare prolfam. that i. not
authorized to conduct methadon.
treatment. Ind il not otherwi.e federll1y
a..ilted in any mlMer provided in
I Z.12(b). the patient record 01 that
indivIdual would not be covered by th.
regulation. even though the Federal
Court paid for th. individual'l treatment.

Comment. to the propo.ed rule werw
pertua.ive that the type 01 11.i.tance
should not affect the scope 01 record.
covered within I covered prolfam.
When the determination of covered
record. wa. baled on the purpo.. and
naturw 01elch record. it wa. conalstent
to view Federalal.i.tanca from the
pertpective oleach Individual ~cord.
However. when the determination 01
which record. are covered II baled on
who i. keepint the record.. I. in the
propo.ed and Final Rule. it I. con...tent
wIth the approach to vIew Federal
a..i.tance from the prosram level a.
applYint to aU alcohol and drut abu..
patient ~corda W1thln the prolfam.

Determininl coverate ba.ed on
Federa! I..i.tlnce to the prosram rather
than to an individual rep~..nt. a
chante in policy fro~ the current
retulatlon. under which the Department
view. a Federal payment mada on
behalf of an individual a. sufficient to
cover that individual'l record. However.
any dl.advantaae in not covenna
individual record. in tho.. r.re ca...
which may occur i. outweIghed by the
advanta... of conslltency .nd
efficiency in manapment 0{ the
program a. a result of al1 alcohol and
dMJI abu.. patient ~ord. In the
prolram bel", subiect to tha sam.confidentiality provlllon.. .

The Final Rule Includes new matenal
at I z.12(el(31 which briefly explaIn. the
type. of inlormation to which the
restrIctIOns are applicable, dependina on
whether a restriction i. on disclosure or
on use. I\ r.ltnctlOn on disclo.Ute
..pplies to any Information which would
IdentIfy a pa!lent a. in alcohol or drua
abuser. The restnctlon on use 0{
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Information to bnnl cnmlnal char'get \
inVettllatl a patient ror a cnme appilet
to any InformatIon obtained by thl
program for the purpole of dlalnosll,
treatment. or rererral ror treatment or
alcohol or drua .bule,

Several commenter1 strongly urged
the explicIt Inciullon of sch(Jol-based
education and prevention programs ,n
the applicabIlity or the relulatlonl.
School-baled education and prevenllon
activltiel may rail wIthin the definition
or. program If they provide alcohol or
drul ab~e diagnolll. treatment. or
referral ror treatment and ir they hold
themlelvel out .110 dolnl. That II
reflected in thl Final Rule .t .Z.12(e)111
wIth the lnclullon of "school-baled
pro8rama'. in thl lilt of entltlel which
may come under the resulatlonl.

An example of how diasnOI., affectl
coverase hal been omitted at
t 2.1Z(1)(3)(ii). It il omitted not becaule
the example could never occur under the
Final RuJe. but because it 11 very
unliklly that a '.Ipecialwd'. program. .1
PfOll'8JD ~ defined under theN
rewuJat1ona. would be tNatint a patient
for a conditioa whjch il not related to
alcohol or drut Ibuse luch that the
reference to a patient'1 alcohol or df1I8
abuse hjltOry would not be related to
thl condition for which treatment il
rend.red.1nalmuch al thl rtIUlatIon.
only Ipply to ptOll'am.. thll exampll il
more likely to COniuM thAD provld.
luld.nce and for that realon hal been
tu.n ouL

,\'ollfyin, a Po'.nl or Guordian of a
.\.finor', AppJicolion for T~lmenl

Thl propoHd rul. at t 2.14
reorsanj.zad and reviled but did not
subltantively amend thl exiltinl t 2.15
dealins with th. subject of minor
patIent.. Undlr both thl ex lit Ins and
propo.ed N!e.. a mInor patient'l
conl.nt II ..n.raily required pnor to
notifyinl th. minor'l parent or suatdian
of hil or her appllcauon for treatmenL
Thll II IN. evln thousb wIthOUt
notlfi:-ation It il unpolllbll 10 obtain
parental COnMnt In thole calel where
Statl law r.qUIAI a p-renL suardian. or
other person to COnMnt to alcohol or
drul abuM treatmlnt of a minor.

Whlll thil islu. wal not rliaed in the
propoled rul.. thl Departmlnt hal
r~ceived sev~ral inqulnel on It from thl
public lincl thl propoled rule wal
publlshld IUalltlnl that In thOl1
Statll. where Ihl parent'l or guardi~nt
consent il needed for thl mlnOrl
lreatmenl the projram should bl rrep
notIfy th. parent or auardlan of the
mInor'. application for treatment
without constraint. Thl D~p.rtmenl hMI
considered tlllt Issue iltd dfCIdtd to
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make no substantlv~ chan~es In Ihe
e~tltlns sKtlon de~lin. wltb minor

patlentl.
AlthouSh both the current rule and the

proposed rule aenentlly prohibit
parental notl(jcatio:t without the mlnor'l
COnJ~nl. they al.o provide for an
f!~C~pllon. L"nder this e~ceptl()n such
notlficclrlon woujd be permlllcd when. In
the prolrMm directur s tuJ8menl. the
minor lackl the capacIty 10 r\'ake a
rilrlondl declllOn on the illu~ of
notIficatIOn. the sltu~tlOn pIJSI!S a
subltantlalthreat to th~ ph~slcal well.
beln~ of the minor ur any IJther perlOn.
cind thil threat ma)' be allevl~led by
notlf,lnllhe parent or ¥u.trdian. L.;nder
Ihl. provi'lun. the prolram uirector II
vested with the aulhorlt)' to determine
\vhen the clrcumst4nces pt!rmlltlnl
pdrenl~l nollficallOn arile. In discullinl
the Department's 1V11101Oph, behln~ lhlt
provlllOn. t Z.15-1(f!1 of th~ e~lstin~ rule
state.: "II [Ihi. pro.lslnnl I~ IJdsed upon
Ihe theory that wht!r. ~ penun is
actually as well ciS Ie~.lly incapilble of
actln~ In hls o~n interell. Jiscl05ur~s 10
a penon Who i, le~"lly re5~n5lble for
him may be made to the e~lent th_, the
bclllntere.l. of th~ 14tlent cl~art)' 10

requlrw.'.
WhIle thl. excepllOn woulJ no1 permit

parental notification wIthout conltralnt
whene\er Ihe protram uirector feels It it
cippropriale. the Dep.rtment believe. It
doe, provide the progr~m ulrector With
3lSnlfic.anl JiscretlOn and does permIt
parental nollfic~tion in thd mo.t
~r~iou. case. where th~ b~'11
Intcrests of Ihe patient c!1!;j:I, So
rt:'1lllre.' Accordingly. the Department
hcis Jelermlned no110 make any
suhsldnllve chanses In th~ manner In
w~lch ~he exllllnl ~Ie handlel the I..ue
uf pcirenlal nollficallnn. However,
prcpos~~ t 2.14 h~s ueen re\lsed 10
(;Iarlfy thil no Cnar11e In I"~..nln, it
Inten~dd frum the cur:enl r,,!e.

Finally, II 3h."luIJ iff! r.ofed tnat thlt
rule In no way compel. 01 proaram 10
pro\'lde ser'lll:_' tIJ ..~i:1ur ,'i:ttIJ~t
parcntal consent.

St'pn"ativn of CJinJC.4IJ fIViJI Joi:IIJn."/IJ//
,~(JmlnJslra..iv. R~nl'd.

The c;Jrrent rul~s ~veml"1 r"e.rch.
dud II. ut I!'ialu.llun fur:...::I,..; IJ, ..
8u I!mmentcil d~enc; ..1 i .:iJ ):.:!~ ~hat
'progr..ms ShoUld '1-~~:11~~ [h~lr r~\..Jrds

'.J rhcll fini&ncl.land Idm:I1:,:rd!:\~
m..lt~rs c.n bd r~\ I"~~J ',Vi '.Jut
d:sclosln5 cllnlc.i ,nfIJrm,I:..Jn dnd
wIlhtJul Jisclosln. p;jll~nllrl~ntlfyln.
Infurmal10n e'cepl \V""'I- ,'..("ess~ry for
;judlt v~rlfIC.tlon, l'h~ ~r()po5ed rul.
tran,form~u thll nIJrt.tIJ!~ ~~IJ\ 111()n for
malntl!n;jnc.l)f finotnClci;;Q.j:;-.II'lst~;jII\1!
re\.urds .lpdrt ~:-or:, t;:;I\;,'.: :" :Jrdj ,;;10

a requirement In , l.16 deallnl Wltn
security for WrItten ~cord..

Several commentert p~dicted th~t
such ~ requirement wIll pose an
e~tremejy cumbertome burden on
pro~r~ms. perh~ps tantamount to
r~qulnng maintenance of two systems of
fires. The Final Rul. ha. adopted the
recommend~tion of thos. commen'ers !0
drop thIs ~quirement. pnm3rlly on !he
basis of :he pO!entlaladminlstratlve and
r~l;ordkeeplnl problems It pIJses In the
viirleJ treatment settlnglto which these
rp~ul~tiuns ~re iipplicable.

\Vhlle II IS deslr~ble to with.huld
clinicai Information (ram Iny resean:h.
audit. or program evaluation functIon for
which thdt cllnl~1 information IS not
absolutely essential. thp; Final Rule doel
not require re~ordkeeplnl prlcticel
desl~n~d to 8uarantee that outcome. The
Fin..1 Rule duel. of course. Implement
the statutory provision. which prohibit.
those who receive Pltlent identlfyinl
Inform..tlon for the purpose 0( reseaM
alldits. or program evaluation from
Ide.'tl(ylng. directly or Indirectly. any
IndivIdual patient In any report of such
r~~~:lrch. audit. or eviiluation or
otherwl~e disclosln~ patient identiti.. iJI
~n\. manner (see t t z..52(b) and 2..53(d)).

Sub,.rt C-Di1d~UN8 with Pat1eat's
CoDMDI

.\.n(!c~ to Pc(j~nt.J

[.jke the proposed role. the Final Rule
at i 2.!% require. that notlce be ~ven to
patients that Feuerallaw and
regulationl protect the confidentiality 0(
alcohol and drug abUte patient recorda.
The respon.. to thil provIsion In the
propoled role renectl .Ironl support ror
notl(yinl patient. of confidentldlity
protKtlon.. allhougb many stressed that
the notice should be simplified In order
to be useful rather than conf\lslnl to the
patient. Some of those who
recummended Ilalnst adnption <Ji ~
notice provlsloa did so on ~uunds that
the notice IS proposed IS too conlple..
Therefo~. in response tl) 111~ny ~vhu
suppurted the notice pro\ Islon ~nd rhose
whu oppIJsed It on ~r<Jundi 'hat It IJ too
cumple~. the Fin~1 Rule substanti..lly
re.:ls~s the I';el\~ents ~vhll:h mu.t Je
Inl;iuJed 11\ l.l~ wntten notice to each
'J'lent .tl\d ~ccordinaiy rewntes ~he
sJmple notIce \..hirh a prolram ~ay
advpt ~: ItS optlun In fuiilllnl~nl or ~ e
I\otlce requlrp;ment.

f()rm .;: tt..-::.e.' Con$.n!

Ihe pr.'posed rule retillns the
r~quIrem~II\' 1:1 , 2.31 of the ~~lst:n.
r~~ui.1tIIJns lor \V"I:Ten .;ul\~e:\t to
IJ:,ci.),ul ~ IJI 11110. mol lion ~ hll:h ~\ IJuld
Identlfv .in II\UI\ ;1~lldl al .n d:.-:urol ur
I.1ru~..ou..~r 1!11:.~ ..d3d~;-!aty,.I:Ji

support amons thol. who commented
on thil provIsion ror the retention or th.
e,lstlnl elements Or wntten consent on
ground. that th. present Iystem :1
workinl well .nd th.t rh. elements
\vhlch go to mdke up wntten COnMnt I~

sufficiently detailed to IIIU~ In
opportunity ror a p.tlent to m4ke .a
informed consent to disclose patIent
Identlfylns InformltlOn. Others
~commended a more generalized
consent rorm.

The Final Rule ret3iM III element.
pre..ioully required ror wntten ConMnt.
Ihough In one Instance It will permtt I
more general descnptlon of the requl~d
informltion, The fir It of the required
elements of wntten consent In both th.
exlsunllnd propo.ed ru1e (12.31 (11(1))
._k. ror the name of the prosrifm which
il 10 make the dlsc10lure. The Fin.l Rule
will amend thlt element by c~llIns ror
"(1) The specific name or gener31
d-sisn-uon of the prosr.m I)r person
permItted to m.ke the disclosure.'. Thi.
chanp will pertnJt a pltientto cOntent
to disclo.ure from I c~t810ry or flalilt..
or from. slng!e spef".lfied p~raID. F~
example. a pltient who chOC)I.. to
authon~ disc1olure I)r ..II hl~ nr her
record. wIthout the necaulty "f
completlns mulhple content rorm. or
IndiV;dually de.ip.t1ns elch procr.m
on I lin3le conlent rOnD would conunt
to dilc1olure from .U prosnml In wblcb
the plttent hal been enroiled ..14
.Icohol or dnJl Ibute p~tient. Or. I
p.ttent might nerrow the ICope of hi. or
her consent to dlsclo.ure by p.multint
disclolure from aU prOlrI~ located lA
.specIfied city. from .U prol1lml
operlted by. named orwlni7.ation. or I.
now. the patient might lim1t Cl)nlenl to
disc;!olure rrom a slng!e named flcllity.
(In this connection. the Department
Inl~~retl Ihe exlstin8 wntten conlent
r~~IJI. ~mentl to pennlt conMnt to
dllciolure of informltion from mlny
pro~rlrna in one consent rorm by listlnl
spl!~lfic.lly elch of those prowama on
the form.)

This chanle ..nera1ian the ~n..nt
rorm wIth respect to only one element
without dim1mlnlnl 11\8 potential for I
patient's ~ltkinlln lnfonned content 10
disclose p_Ilent Idenllfyinl lnformation.
rhe pltlenlls In position to be In!Om1ed
of .ny proararna in which he or she wa.
prevluusly enrol!ed and £rom which he
I)r ;~e ~S \viUinl to h.lve Information
Jlsclo;ed.

Wi'h rc~ard :0 deli~lenl wrlt'en
cona~nls. :hd Final Rule .1 I =.~l(CJ
re\~r:s :0 l.nguaal £rom the exlstl:tl
r,:~..:Idlio~, ri1:her t!lJn Jsin~ the
',ln~!I;I~e of the ~roposed rule to e'p~'.
:he 11.!~a :hal. .:iJclosu~ may not be
n'Jue ):1 the baSIs of a wntt~n conser-.t
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whicll doe. not contaiD aU required
element. in compli8AC8 wtth para.,.pb
(a) of I z.3t. There wu DO Intention in
dr.ftinl the pn)poaed NJ. to ..tabll.h a
dIfferent or mo~ Itrtn.-nt Itandard
than currently exiltl pn)hibitint
dilClolunl WIthout a confonninl
wntten COnlenL Becaule thai was
mllunde"tood by tome. th. Final Rule
wIll no1 pennlt dlsclo.urel on the balll
of a wrltt.n Cont.nt which. .'On il. fac.
tub.tantially falls 10 coniom\ 10 any or
the ~U1Amenta .et forth in paraaraph
(al of thil section. , .'.

Exp~s. Cons.nt to Rldi.rclo.ru'.
P~rmitt.d

Both the exillinl and pn)po.ed rules
al I 2.32 pn)hibil redisclo.un by a
penon Who recel...e. Infom\atlOn fn)m
patient recordS punuaAt to the written
cont.nl of the palient and Who ha. been
nollfied that the Infom\ation i. pn)tect.d
by Federal rule. precludi", redi.c10.Ute
e~cept a. permItted by those Fed.ral
MIl... How er. th. .tatem.nt of the
pn)hlbltion on '.di.cloSun at I 2.32
doe. not make e...id.nt the Department'.
interpretation that It is po..lbl. for a
patIent. at the .ame time coMent to
dilCloSUte is Ii...en. to coMent to
redilc10.ure in accordence with the
F.d.ral rule.. The Final RuJe reword.
the .tal.ment of pn)h1bition on
rediIClo.un and adds the phra.e Ihown
in quoles below 10 the second lentence
as f011owl:

Th. Fed.r.1 rIll.. prolllbit you from maki",
any r\U1l1er di.clo.u'. 01 ttli. InlOmlatloa
'.unlet. Nrther dl.clo.~ i. ..p'...1y
pe~ltled by tile. wnftltt con..nt 01 file
p~rson to whom il peftal~. or I. 011l8fW1..
pe~llled by 4a CFR Part 1.

The purpo.. of the added phrale i. to
acknowledJe that reditdo.un of
Infonnatlon may be .xpre..ly pennitted
In the patient'. writ tea cona.nt to
disclolun. For examp... a patient ma,
consent to ditdo.. perUA8at
Infonnation to 8D ~eat alency
and at the ..me t1JD8 permit the
employmeat .88IICJ to redi8d018 thl.
info""anon to potenda1employerl. thU8
makinl UMec ,., additionaJ conaent
fo"". for redi.c10.Ute. 10 indi...idua1
employe". Similarly. .palient may
conlent to diIClose pertient infom\ation
to an Inll1lanCe company for the
purpo.. of claimi", benentl. and at the
.ame tIme con.ent 10 rediIClo.un by
thai in.ut8nce company 10 another
\Jrwanizat10n or compeny for the purpose
of adminl.t.nnl the contnct under
which benefit. are claimed by or on
~ehalf of the patient.

The Fin.1 Rul. d.let.1 th. propoled
venfication requirement In r.sponle to
Comment, rrom severallOUrtel that
tuch a requirement it unnecellary. will
caule delay, and could polllbly Impede
emerwency treatment. In vIew of thole
commentl and our interest in eallnl the
burden of complience whe" polllble,
the Final Rule doel not requlrl
verification of thl .'medical penoMel"
st~tu, of the ~ciplent of informallon In
the race or I medical emerwency.

Howevlr, the atatute permit.
diaclolureI only to medical penoMel 10
meet a medical emerwency and
elimination of the venfication
requIrement doe. not in any way
expand upon thl catelOry of penonl to
whom a di.clo.un may be made to meet
a medical emerwency. Neither doel
elimination of th. vlnficatlon
requi~ment affect th. provlllon in the
Final Rul. at. Z.51(cl that a pro8ram
document in th. petienrl ~ordl any
dilcloIure whiclt i. made in the race or a
medicalemerJency.

A$$e$.me/11 of &.earcll RJ$kol

Th. propoted reIWation. at. Z.52
modified and Itreamlined ex.i.tlna
provillOM in ..Z.51r and Z.53loveminl
disclo.~. for lCienuflc ~lean:tL Th.
propo.al clarified that the determinatit'
of whether an individual i. qualified to
conduct ICientiflc re..arch would be le
to the Prosram director, and ~qwnd
that such quali!ied penonnel have a
re'earch protocol whjclt include.
safeguard. for Itonnt patient Identifyina
Information and prohlbitl ~diaclolurel
except a. allowed by thl.. ~lUlation..

The Final Rule ad~ an additional
condition: The prol1'am diRctor mult
enaure that a wntten Itatement i.
rumlahed by th. re..archtf that the
resean:h protocol ha. been reviewed by
an Independent aroup of three or more
individuall who found that the n8hta or
patien~ would be adequately protected
and that th. po18ntiaJ benefit. of the
research outweilh any potential riak, to
patient confidentiality poled by the
dlsclo.~ of recorda.

Thi. reviaion we. prompted by
comment rrom both the public .nd
pnv.tl secton that "vilw of the
reslarcll protocol for the purpo.. of
ensunn, the protection of human
lubject. participatinl in the research {in
th.. ca.e. th. patient. whoa. recorda are
propo.ed for u.. In re..archl i.
Imperative pnor to perm.ttinl disclosU!9
of patient idenl1fy\na lnIormalion ror the
conduct of scientific re..an:h, The
requirement that ruearchert Itate In
writins that th. protocol ha. been
reviewed for the protICtlon of hum.ff
subject. wIll provIde an add.llonal p(.

Patient Consent to Un'.,tricted
Communications for th- Purpo,- 01
CrimInoJ lu.ftic- System &ferra/.f

Molt of thOM who commented on th.
revilioQ of I %.35 lenerllly lupported
the propoled chl"8e.. However, two
St.tl comm.nten encourlled retentIon
of !anJUa.. in the exilti"8 regulation.
which explicltJy pennitl I patient to
conlent to "unreltncted
communicatIon.." Otherwise. thos.
commenten lay. th. revillOn wiIIICt II
1 deterrent to cnmina! justice Iyltem
refen'al..

Both the propoted Ind Final Rule omit
molt limitatlona on dilclolures to which
a patient may con.enL The criteril for
pertn1tti"8 releal. of informatlon with
pati.nt cons.nt und.r th. Final Rul. are:
(1) A valid conlent under I Z.J1 and (%)
a det.nnlnation thai th. infonnatioD
disclosed i. neceslary to carry out th.
purpOI. for which the conlent wal liven
(I Z.13(aJ). A!thouah Ipecial rulet for
disclolurel in coMection with crimina!
justica IYltem refen'all were retained.
they do not restrict "how much and
what kind of infonnltion" 1 patient may
consent to have discloled under I %.31.
Section Z.31(I)(5) places no restriction.
on how much or what kind of
infonnatlon a patlent may consent to
haye diaclosed. That section .imply
reqwrel that each wntt~n conlent
descnb. how much Ind what kind of
infonnation the patient conlent. to hav.
diICloted. A patient may conlent to
disclolure of any infonnation
conceminl hj. or her partlclpation in a
prosnm. In th. caN of a consent for th.
purpoM of a cnmina! ju.tic. syltem
refen'aL con..nt to disclol. ..any
infonnaUon concam1nt my partIcIpation
in th. prosnm'. punuant to I Z.31(al(5)
would penDil .'unr.-tricted
communicationa" from the program to
appropnat. penona wIthin the criminal
lu.tic. .ylt.m to th. Mm. extent
penDitted by th. eXJstlna rul.,
Th.,.fore. th. Final Rule doel not
Iubltantively alter I Z.35 al propoted.
(Pareanph (c) ha. be.n rewonied for
clanty,)

Subpart D-I)I~2~~.. Witbout
Pa~t.1 CoGMDt

E/imi"otlon of the R~ulrement to
Verify MNico/ P.'..°"n_J Statu.

Th. propol8d regulation. at I Z.51
implement the Itatutory provi.ion which
pennltl a diIClolure "to medical
penoMel to the extent necessary to
m..t a bona rid. medical emef1ency,"
The propoled ruJe added a requIrement
not contaIned in the exlstlnl , Z.51 that
the prownm mike a reasonable ,£fort to
yenfy that the ~cipient of the
tnfonnatlon II Indeed medical pe"oMel.
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program" and Infonnation which i. of a
nonobiectjv. nature, but it doet not
protect that infom\anon from cOurt
order in th. f.c. of an exIsting th~lt to
a third pa"y or in eonnection wIth .n

Invesng.tion or pro.ec:ution of an
extremely aenou. trim..

Becau.e th. IXI.nns ~sulatlons seem
to b. de.lins unlfom\ly W\th two related
but not nKesaanly identic II types of
infonnlbon. 1,1., "objectiv." data and
"eornmUDication. by I patient to
perlonnel of th. protr.m. " th. Fin II

Rul. drop. thol. tem\. in favor of the
'em\ "confld.nnal eommunicatlon.,~ I
tenn in u.. lince 197! in exisnn,
t Z.&3-t. "Confidlntial communleltion."
are th. ea.ence of tho.. matterl to be
afforded protection Ind .rw al re.dily
id.ntified .a ~object1Y..' dat..
Furthermorw. protecti011 of "confidential
communicaUoM'. I. morw relevant to
mainta1ninJ patient tl'l.t in a protram
than i. protecUcm of "communlc.tionl
by a padent to penoMel of the
ProJl'818. " a t.rm which doel not

di.l1ngui.b. between the iMOC:UOU. Ind
the hiltljy ..Mitive communication.

M08t comment. in oPP08ition to
~laxinJ the ~urt order limltationa on
confidenttal communicationl said th.t
th. pot.nti.J for court-orde~d
diICI08ure of confidenti.l
communicadona MU ~mpromise the
ther8peutic envtronment. may defer
some alcohol and drus Ibu..ri from
entenns treatment, and Wlii yield
infonnation which m.y b9 ~adlly
mIsinterpreted or abu.ed.

Wbila freedom to be ablOlutely
candid in ~mmunicatint wIth In
alcohol or dro, abuse prognm may have
therapeutic ben.fit. and may be an
incentlv. to treatmant. It i8 tb. po.ltjon
of the Departm.nt that tho.. therapeutIc
benefitl caMot tak. p~cedence over
two C1rcum.tanc" which men! couM-
orde~ disclo.~ of ~nfjdential
communication..

n. Rrlt of th". is I cjrcumalance in
which the plttent polel a thnat to any
third party. E.xi.t1nl roles do not pem\lt
a court to authonz. dilclosurw of .ny
communication by a patient to .
pr°lr8m: for exampl., that the patient la
abusint a ehild or ha. Ixpresled an
intention to kill or teriou.ly hann
another penon. Th. balance between
patient confidentiality and an exlttint
threat poled by the patIent to life or of
s~rious bodily injury to another pertOn
muat be welShtld in flvor of ~rmlttin,
a court to ordar discJo.ure of
confidentlaJ communIcation. which arw
neceta.ry to protact agllnst such an
exlatinl thre.t.

Th. second of th"e circumst..nce II
one in which I plnent't confidential~

Jgencies. S~ficaJIy, II. pnvate
urganlzation provIdes financial
alliltance to a progr.m. il .third p.rty
payer cavenns p.tientl in the PrQlr8m.
or II a peer ~V1ew organization
performint a utilization or quality
control review, the Ftn.1 Rule pe""it.
the pnvate orsanization to have accesa
to patient Identlfy1n, information for the
purpole of partlC1patinl in audit and
ev.luation actiV1ti~s to the same extent
and under the s.me conditione as .
~overnmental asency,

AudJ.t and EvaJuation IJf .\f.dJ.can 01'
,\fedicQJd p~

In response to specific queltion.
which have come to the Cepartment'l
attenbon and in recogNuon of th.
continued importance of the intelrity of
the ~fedicaN and Medicaid progra1D8 to
the delivery of alcohol and dtuS abul.
services. the F1naJ Ru~ include. anew
paragraph (c) in I 2.53 which clanfie.
the audit and evaluation provilioM a.
they pertain to Medicarw or Medicaid.

Specifically, the new paragraph
clanfiet that the audit and evaJuation
function includes iDvesti3atton for the
purpole of admJnistrative enforcement
of any remedy imposed by law by any
federal State. or locaJ alency which
hal responsIbilIty for oversight of the
Medlca~ or Medicaid program.. The
new pangraph makes explicit that th.
term "program'. Includel employees of
or providers of medical semus under
an alcohol or dNI abuse program.
Finally, it clanfies that a peer review
orsanlzation ~y communicate p.tient
identify1n, information for the purpo..
of a Medica~ or Medicaid audit or
evaluation to the agency responsible for
oveniaht of the Medican or ~edicaid
program beinlevaluated or audited.

Su~ ~-.1"~~.. Old.. AuthortziDI
D'~~.. aDd U..

Court.Ord,'.d Di,clo,u~ of
Confid.ntJaJ CommunIcation,

The axi.Un. ~.ITOM at 12.831imit
a court order to "objectlve" dat. and
prohibit court-ordeM disclo.un of
"communication. by. p.tlent to
persoMel of the prosrallL ,. "rhe

propo.ed resulatlon. delete the
provISIOn re.tnctina a court order to
objecnva dat. and precludinl an order
from reachinl'.communication. by a
patient to ~ersonnel of lhe prov.m. ~

Delatlon of that provilion provoked
considerable dilCUlllOn and concern on
the part of a larw. number of parsons,
45" of whom opposed alloW;nl court.
ol-darld dllclo.un of nonobjectlve data.

The Final Rule at I Z.&3 restor9t
protection for many 'communication.
hy a patIent to pertOnnel of the
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it be in writinJ and ID compliance with nonlenoua crime.. In In effort to cllnry
t 2.31, the nat~ of tho.. cnm" for which I

Upon reconlideration. the Department court mey ord.r diIClolure Ind ule of
hal relnltated the provil1on pemuttint a patient recorda to inveItIlate or
patient to conHnt to aD. open hearint in proMCute the patient. the propoled rule
a noncriminal Proc8edinc b\&t wIth the dropped the lenD "extremeiy .enoul'
same Cormality II i. reqwred by the crime in Cavor of a more .peclfic
propo.ed nale for a content by the Cunctional definition of I cnme which
patient to u.e hi. or her name in an "ca~e. or directly threatenIloII of life
application Cor aD. order, Therefon, th. or seriou. bodily injury." While the
Fin..! Rule at t ~&4(c) require. that any propoMd naJe purported to retaIn lhe
heanna be held Ut .U;ch away a~ t~ exi.tinl .tandard. comments receiv~
maintain the patIent. confidentiality from law enfo~ement I..ncie. hive
"unie.1 the patient requ...tJ an OpeD contelted that outcome, I...rtlna that
heanna In a manner which m..tI th. the aiterion a. propoMd would be
wntten, con~nt reqwrementl of thele ,ilniflC&Dtly narrowed. Arauin8 in favor
reaulationa. of a broader .tudud. law enforcement

Conl_nl of Coul't Ord.~/in, 01 Inte'..tI advocated a more neX.jble
R«ord a. an Ex.ampl. criterton which would permIt co~ to

The content ola court order weitb r8l8vant facton on a ca...by~..
luthonzina dllclolun Cor noncrimiaa1 ball.. ,
pllrpo... and any order Cor dlacloeure Inaamllch a. the chanae Ut the
and u.. to inv..tilate or proMCUte a proP08ed n.aJe WI. intended to clarify-
prosram or the perlOn holdlnt th. not to !utther Umit-tho.. crimet Cor
recorda it limited at t 2.&4(e) to which a cgurt may a\&thoriu UM of a
et.ential information and Umi~ patient'. record to IDvett1la18 or
dilclotun to thOle penoaa who hay. a proMCUt8 th. pat1aat. the FInal Rw.
need for th. Inlormation. tA additioa. the rein8~t88 the !-w1-ati---!1t lancua...
court I. ~Wr8d to tak. .uch other .extmDeJ, MrtOQ8o ..Tbia broader
m.uun. a. .,. D.8CH88lY to limit ait.toa, wtU ~t mor8 neX.jbility ~..
diaclo.ure to protect th. patient. th. diacr.uoa b, the ~ in dKidin
phy.idu-pati.Dt Nlatioaahip. lad th. whe~ a crime ii of a caliber wh.
treatm.nt ..rvtcet. W. b.ve lDduded .t mert~ IIM 01. petieat'. u..tment
t 2.&4(.)(3) an .xampl. olone .ucb record to IDv"tiI8ta « proI8CUte th.
meatun which may be n8C8tMty: patient.
.e.1iD8 the r.cord 01 any proce8din8 f~ The F\naJ Rule nam.. ..example. of
which diIC10.ure 01. patient'. recotd8 wexu.mely MriOU8" crim.. homjcide.
ha. be8D ordend. It I. the Department'a rape. k1dna~into anned robbery,
experteace that beilhtaDed awareD8M a...ult with a deadJy weapon. and child
01 thit poeaibility by memben 01 th. abl188 and nlliect. Deleted from the lilt
treatment community lad l..aJ of propoMd eump1" ii le of illiCIt
prof"lJon caD limIt d1~tion of druaa.'.
patient ld8ntifytn, iDform.tion to thOle BaMd on the view that mo.t pltientl
Cor ~,om the court determIned .'.ood In drua abl188 treatment are vulner.ble
callM aX18t1 wt,thO\&t tumin& all or I to a charae of .lIe 01 illicit dnlp. many
part 01. patient. u..tment record Into commanterl a.ked that ".ale of illicit
public Informatioa. Tbe Final R~ addl drup" not be ceteaoricaily named a. an
a. an exampl. of .me..llte which the extremely ..rioua crime- To do 80. they
court lnilht taU to protect the p,ltient. a...rted. would mUe almOlt .I!
the phy..du-pat1ent r8lltionthip and patientJ in dNc r8habilitAtton or
th. tnatmlat ~ "M8l1DI from -U.alm8Dt PfOF'am8 YulneAble to
public Ia\Itiny tb. r.cord 01 any invettilatton or prol8C\ltiOIt by meant e
Proc8ediDl for which d1acl~ 01.. collrt-ordered 1188 of their own treatmen
p.tient'. r8COrd b.. been ord~ ,A recorda.
.Imilud ~ bu allO been m.de Ut Whil. the FInaJ RIlle .liminal.. .',ale
t 2.51{ ){ ). , , , , of illicit drup" a. an example olln

Ex.lnme/y S.no~ Cnm- a. a Cnl.non exu.me1y NrioUt crime, It doe. not a1te
for a Coul't Ord_r to InVe,1Jlal- or the authority 018 court to find that
Pro'«ul. a Pali_nt under appropri8te circwn.t.nC8. .ale o

The propoMd naJ. It t 2.&4 purported an Illicit dn1I ia. in Cact. an extremely
to retalD the eX.j.tinl .tandard With serioua crime. and it rel1ectl a decl.lon
re8.rd to court orderl whicb a\ay be to leave any .uch d~term,netlon l'
I,.ued for the pllrpo.. of inve.tllatinl or court of competent run.dlctlon ~
prolecuunc a patient i,e. the .tandard called upon to order the u.e of a
that no COIlrt order may authonu patient'. treatment record. to prolecutl
dllclo.un and 1188 of patient recordl fot the patlent Ut vlaw of .ny cIrc\jm,lanCf.
invelti.8tlon or pro.ecutlon of known to th.e court.

communicationa to a Prosra. .,.
nece'..ry In COnD8Ction W1th
Investl8ation or proMCUtion olan
exlremel'f .enoua crime. luch a. a crim.
which directJ'f threaten. 101. ollife or
seriou. bodll'f injury. The Department
takel the po.ltion that It II conllltent
with the intent of Congrell and in the
belt Interelt of the Nation to pemut th.
exercil. of diSCNtion b'f a cowt. Wlth!n
the context of tJ1. con!identiaJjty I.w
and relU1ationa. to det.rmme whether to
authonu diacJo.ure or u.. of
confid.DtjaJ communjcatjona from a
patient.. tr..tment record in coMection
with luch u inve.ti.auon ot
pro..cutJon.

Our aim i8 to Itrtk. a balance
betW..D .b80iu.. confidenuaJity fot
~confjdential communjcationa.. on on.
lid. ud on th. otJ18t'~to protect a.awt
.n'f .xittina threat to life Ot ..riou.
bodiiJ b.rm to otherl ud to brtnl to
lultice thOM beiDI inv..ti.a~ Ot
proMCUttd for en .xtr.mel'f ..n0U8
crime wbo maJ bave inf1ictld .uch h8rm
In the puL WhiJ. m8D'f coafidentiaJ
comm~cati0G8 w1U rem8iD beyODd the
reach of a court ord.. rev1Md I Z.e3 of
the F1naJ Rw. w'i11 p8nDAt a court to
authoria QiadO8w. of coa1identia1
commW!icat10G8 il the Qiado.ure i8
n8CC8.1ary to protect ...wt u .xJ.tint
tNeat to U!e or .."OU8 bodi1y Injury. if
diado.ure i8 Qeca...,., iA COM8CUoa
w1th inv..uaation or ProMCUtjoa of 8D
extremely Mn~ cnme. ot. a. in th.
exiltina NJ.. if diadoa\U'8 i. iA
COMectioa Wltb al8la1 pfOCHd!nc iA
which the pati.Qt him88il/herMU offen
te.t1mony or .vtd~ coaeemint the
c o n!i dea t1 aJ co mm W!i ca U 0n8.

O~n H80rin, 0" Poti.nt ~u..t in
Conn«tion with a Court Ord.,.

Courtl authOfilinl di8clolure fM
nOncnmin8J ~ .,. reqWred at
, 2.e4(c) of tha Ftaa1 Rw. to coadUC1 8DJ
oral .lI\Im8Gt. re.i8w of ev1d.Dce. 01
heennt iA tA8 , chamben or iA
.ome ~ U --pad8Dt
identifyiJ1l inf~u. i8 DOt diac1oMd
to .n'fO1M who i8 DOC a party to th.
Proc:8ediDlo to a partJ holdint tha
rICQrd. or to th. pat1enL Th. .xj.tint
ruJ.. prov1d. that a P8U8Dt m8J reque.t
an Op8D h.annc. The propo.8d NJe did
not prov1d. fot the p8Uent to requ..t u
ope" he artnIo

The exj.tint and propoMd ruJ.
provide. th8t a patient m8J conaent to
us. of hi. or her name l8th.r th.n 8
fictittoua name iD any .pplicatioD ror an
ord.r .uthonzina di.clo.ure fot
noncnmjnal p~ The .xi.tlna ruJ.
reqwr.. ..volW\t.ry and int.Ui.ent..
conl.nL The propoMd NJe .n.ure. th.
qualit'f of the COnleQt b'f requlnnJ th.t
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Number. tenH, punctuallon. and
sequential nwnbenngl" ch."ied
whe" appropNte, Definluona
applicable only to preventIon of mwtiple
enrollmentl In deto~lfication and
maintenance treatment program. are
moved from the Jefinitionl ..cllon to
I Z.34. Section Z.35(cl hal been rewntten
for clarity. A clarifying phIal. or word
is added to the defLnItioQ of "patIent
identIfying Lnformation" at I z.11. to
I Z.lg (a)(11and (bl(l) and to
I Z.31(a)(8), The phr... "or oth~r'. hal
been added to I Z.53(c) because .court
order under I Z.M ID.y be il.ued to
invesns.te a prownm for criminal or
Idmlnl.tnnv. purpOHI. At I Z.a.s(dJ(3)
altemallv.lansua.. I. edopted
consistent wIth languag. used
elsewhere to e~pre.a a .Imil.r thoulhL
At I z.85 (d)(4) th. term "prosram" i.
used in lieu of "person hoidinl the
recorda" ina.much II con. but a
program WIll be proVldiJ1l M~ to
patlenta.

ReIUJ8tory PToc8d1lN8

£t«utiv. Order 12291

Thi. ia not a major rule I&Dder
Executive Order 12291. Overall COlts to
geQeral mediC81 care f.C1lihe. wIll be
reduced a. .r.sult of the decision to
apply the ~Iatton. only to .ped.lized
alcoh~ and dnJ, .bus. ~atment
programl. Cost to covered prosramI wIll
be reduced .omewhat by simplifIcation
of the nJ.lel. The amendments do not
have an aMual effect on the el:onomy of
$100 millIon or more or otherwlH IDe.t
the cnteria for a major rule und.r the
Exec\ltive Order. Thua. no regulatory
analy.ia ia reqwred.

R~ulatory F!..tibility Act

Aa. result of th. dec1.ion to apply th.
repJat1ona only to .pecialized alcohol
and dnJ, abUM rr.i.tment profl'8m., the
Final Rule W1l1 not have a lignlflant
economic impact on a .ubstantial
number of .mall entitiea. The fe!UlatioM
Wlil no lonpt apply to ..Reral medjcal
care provjderw which render alcohol or
drul abu.. .erviC8. inCldent to theil
generalIDedj~1 aN fUDCtionl: thua. the
number of .mall entiti" affected will be
lela than .ub.tantiaL The economic
Impact wIll be le.. than .ilnlficant
becaul. much of that impact ~ri.ae. from
the COlt of determlnint that th. recofrl.
of a general medial are patient .re
sllIJject to the relUlauona and thereaf1ar
treattnl thOle ~rda differently tbaa
III others Ln th. ..n.ra1 medical caN
fjctlity. It i. anticipated I.h.at prosrama
covered by th... r\ile. will reahu ~
sm~ll .avlnp a. a re.uJI of th.
simplificAtIon or the rules,

Information Co'I«tJon R~uJ~m.nt$

In£onnation collKtIon requIrement. In
thl. Final Rul. ar.:

(1J Obtaininl written patj.nl consent

('2.31(a)J.
lZ) ~ou£yin8 eacb patient 0(

confidenuality provi.lona l' 2.22). and
(31 Documenunllny diIClo.\AR to

meet a medicalemef1ency (I Z.SIJ.

Th. inform.tion collec"on
requirement. cont.ined in these final
resuJ.t1onl h.ve been approwd by th.
Orfic. or M.n.gem.nt and Bud8et under
section 3SO4(hJ of th. Pa~~rk
ReductloD Act of 1.' .nd h.v. been
assigned control number 0930-0099.
approved ror u.. throu- ~pnl 30. 1_.

1.i. of S..biect8 ID a cn. Put 2

AJcohoi .bua.. AlCGholiam.

Confld.ntiality. Druc a~. Health
record.. Privacy.

D.I.e luly J.1..

R0'-tI.W1ado8.

A..,I'~t ~ for H8aJtA.

Approved: ApnJ t. \_.

0U81.e--.

S «J'W tQ ry .

Th. am8DdmeDta to 4l CFR P.r1 % .rw

hereby .dopted ..rev1Md and ..t rorth
below:

PA~~~~
ALCOHOt.. AHD DRUG A PAT1INT Ra!:~

~A ;I~_~

s.c.
2.1 SI.Ntory .utaonty for =nSideDti.lity of

Jnt .bGM p811..1 r8COtd8.
:.% SI~lulory .\llbon~ -~~ty of

~cohol .bllM p8ttmt recorda.
:.3 ~ .nd .fflCt.
l4 Cn&iDaJ peaJ:ty r« v101.1ioG.
l.S R~ of Y\c!adona.

, " Ow ~ -~
2.11 o.nnltio-. ~

%.U Applicability.
%. 13 CoalI d8tI ~ ty m trictioGa.
%.\4 Mln« p8U.GI..
%.\.s t~compel.nl .nd d-ued p.l1.n...
z. \8 s.cunty rUC' wnll.. rwcorQa.
z 11 L'nd.rcover ..-eIJ and U1l~8A1&.
:.18 R..ll1cllona OQ Ihe ~ of 1d8Gt1fic.ab08

('~rd..
:.It Di.po.IIIOG 0( recorda bJ disconlInU8d

Protnma.
~ R.Ia~ 10 S..I. 1.-
:.n Ralat!oG.ai, 10 F~ .18NI"

prol8Ct1Bt ~ .ubl«l. ...\l\1t
com,.!8Gty di8dO8\lre of t"-ir Id~nty.

z..:z ~ltC8 to p.uenl. of FId_1
CO"fld,"ll.jjty reqv~_1a.

l..l3 Plllenc ~CCAU and r-.tncllOft OG ..,..

N.w Law To pvmi! R8POrtinI of Child
Abu.. .ad Neti8CI

SeCUOD 1~ of Pub. I.. ~. the
ChlldAn't JuttiC8 .nd A..ltt.nce Act of
1988. amenda I«tiont S23(-I.nd 521(eJ
or the Public He.llh SeMt:W Act (4%
U SC. Z9Odd;..J(.1 end 4Z U.S,c. me..
J(ellto pennlt the reportlnl 0( suspected
child abul. and nlc~lect to appropMat.
StatIc or local authontle, In accordanclc
wIth Stat. law, Th. .mended SIcCllOnt 01
the ~blic He.llb ServIce Act provide:

The prohtblfionl of thi. I~tlon do "01
.pply to tll. reponi", under Silt. Ilw of
Incld.nll of IUlpected child Iba.. Ind
ne81.cl to III. .ppropnlt. St.l. or 10caJ
aulhontl*..

Th.t nwwly enacled Itatutory
exception 10 th. resU'iclioM on
disclo,ure of in(onnalion whIch would
idenllfy .n .ICOhol or drul abut. palient
providet .stralghl~rward avenue (or
makinl reporu of lricidenr. of luapccted
child abut. and nlcglect in accordance
with Stale law without retort 10 device.
e~plained in th. pre.mbl. to th.
propo.ed rul.. i oblainint .coUt1
order, repottinl wll11out Id.nllfytnl th.
patient at an alcohol or dnll .bu..r.
sellIng th. patient't wntten cont.nt.
entlcnnl intG .quMli"ed lervice
organization .8A.m.nt. or reportinl e
medical emergency to medIcal
personnel. WhIle Ihe potenual Itill
existl (or uslnl the devicet dlctcnbed in
thlc propoled Nl.. Ihe~ il no
rore,lclcebl. reelOQ to 1188 them to report
suapect~ cltlld abu.. end neglect In
\'iew 0( th. amendment.

Althoulh the new law excepla reports
o( suspe-:ted child .bus. .nd nlllect
from lh. statutory restrictioM on
rliscl"sure .nd us.. it doet not .crect th.
dpplicabllity 0( 111. ..-ttriction. 10 th.
onglnal alcohol .nd dnIt .bute patient
record m.inlalned by th. prolfel1L
.-\ccordinsJy. If. (0l1owinl e report 0,
sulpected chIld .bua. or nejltcl. tM
appropnal. Slate .uthont1.t w\th to
subpoena ~!i.nt recorda (or pr011'88
personnel to t..dly aboat p.ti.nt
recordtl (or civil ~ aiminaJ proceedinp
rel.lint to lbe cbiJd lbUM or nesJect.
appropriate lumorizatioa would be
rt!qulred under th. ttttut" .nd
rl!gulallOnt. WhiJ. wrtlt8D patient
cnnsent would tumce (or e CIV11
proceedins. It would be necestary to
obt.ln .n .uthonz1nl court order uno.'
pa~grlpb (bl(%)(C) 0( Ih. confidentality
slatulet .nd I %.65 01 th. reguJatIunt (or
use 0( the record to cJiminail,
Inveslllat. or proNCUte e p.ti.nl.

£ditorieJ ~

The Final Rul. mak.. very few
editon.1 or cl.nfyinl ch.nget 10 th.
r~gulalloM .1 propoNd.
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~ ~ c -Ot8cto8UI'a ~ ,. aent' .
Con s.c.

ZJ1 Foml or .¥rltlen consent.
ZJZ PrOhlbllIon on r9di8CjO.~.
Z.JJ DI'clolur8. pemlltted wIth WTttten

consenl.
:.J4 Disclolures to preyenl multIple

enrollmentl In detu~lricatlon and
malnlen.nce tnatmenl pro~rims.

:J5 OiIClo.ure. to elemenl. of the crlmln41
Iustlce system which tI.ve refe~

p41lenls.

~~ D-OI8dO ~ '-t68nt
ConMnt

Z5t Medical emerwencle..
Z.SZ Research actl¥ltle..
Z.S3 Audit .nd .¥.Iu.tlott acli\.ltl...

~ I~ ~ Au;;-..;0 "
Dl8Cio InG U..

Z B1 Lelal 8rfICt of order.
Z8Z Order not .ppllcabl.lo record8

dlsclo.ed W1tJ10Ut con..nt to researchers
auditors and evaluato'..

Z83 Conridentl.1 communlcatiott..
Z.64 Procedun. and Cf1te"a rOl orden

authorlzln. dIIClo.un. rOl nonCl1mln.j

purpo.e..
ZB5 Procedunt and criteri. for ord.rs

.uttlonli", di8Clo.un and UM of recordt
to cnmlnally Investl..t. or proMCut.

pdtlent..
zee Proc.dun. .nd cnt.ri. ror ord.rs

autho"ZJ", di8Clo.lln .nd II.. of record.
10 InVetlllat. or pro.ec\lt. a pro81'8m or
ltle penon tloldi", th. ncord..

Z.~7 Orden .ulhon%lnlltl. u.. of
underco\"er a..nl. and InfomlMnt. to
(;rlmlnllly Inv..til.t. .mploy... ~
a~enta ola Pro..-ra.

"\lthOftty: Sec. 4(» 0( Pub. L 9Z-Z55. .
St.t. ;"9. a. amended by Mc. JO3 (al. (bl of
P".b. L 93-zaz. 83 Stat. 131.138: Mc. 44cl(51(A..
or l>uh L 94-Z37 ~ Stat. Z44: Mc. 111(c1131 01
Pub. L 94-sa1. ~ Stat. Z85Z: ,ec. SO8 0( P".b.
L ~. 93 StaL ~ ..e. 9731dl 0( Pub. L 97.
J5. 95 Slat. SiI8; and lr8n.fe~ 10 ,ec. 5Z7 ol
Ihe P.JbIlc.Hellth S.rvlce A.ct by sec.
:tl.IIIt!ltBI or Pub. L .Z4. 97 SlaL 1a2 and
at .In~nded bv ,ec. 1~ 0( P".b. L 'J9-4O1. 11»
51.1. ~ (42 US.C. ~llnd tec. 333 of
Pub. L 91-81a. M St.L Iw. a. amended by
sec:. 1::{., 0( Pub. L ~zaz. 81 St.t. 131: and
'ec. 111(cI14' ofPub. L M-81\. ~ St.t. zasa
snd Iran.re~ to NC. 5Z3 of tJI. PublIc
I teallh S.rvIC. Ac. by NC. ZtbKt31 of Pub. L
96-Z4.97 St.L In IM u .mended by MC.
1~ 01 Pub. L *4L 11» Slat. -(U U.s.c.
~~

Subp8rt A~~

, z. 1 ~ aIw.1ty ..
~-;:-.;;k;.-;~r of ~ ..,.. , r.cor-.

The reslncllon. 0( Ihes. relulalion.
upon Ih. djIClo.un .nd us. 0( dru.
abuH palient record. wert inlllally
duthoriud by section 408 0( th. Drul
Abuse Prevention. Treatment. .nd
Reh.b.lil.tion Act (Zl U.S.c. 11;SI. ThaI
.ectlon as .m.nded w.s Ir.nsferTed by
~b. L ge-Z. to section 5Z7 0( the ~blic

Health Serv;c. Act which il codified il
42 U.S.C. ~e-3. Th. amended
Ilalutory iuthonly i. 1.1 forth below:

S('(:llon ~ Confjd.ntla"ly I'f pall~nt
rPC()/'f,'.

lal DiIdO8UN authOliS8liO8

Record. of Ih. Id.ntlty. dial11o.l..
progno.l.. or treatm.nt of any patIent which
ar. malntaln.d in connection with Ihe
perfonnance of any dNllbula pf8v.ntion
functIon conducted. regulal.d. or dir.ctly or
Indir.ctly .,lllt.d by any dep.rtmcnt or
agency of the United State. .halL .xc.pt ..
provided In lub.8Ction (.,of thl. 88Cllon. ba
confidentl.1 and be dllcloled only for th.
purpo... and under the clrcum.tlnce.
e~prel.ly .ulhonl.d und8t' .Ub.8CtIon (bl of
Ihll .ecllon.

Ibl ~ 8Ad ~.ta- of dl.d08UN
affKdDI ~_lin. p8Uaat 8Ad p8ti88t
~01~

(t I The cont.nt of any rwcord r.(enoed to In
,ub88CIlOn (al of thi. 88Ctlon may be
diKlo.ed In accordance wtth the pnOt
wntten conl.nt of the p.llent .lth r..pect 10
whom .uch record i. malnlllned. but only to
.uch .xtenl ~d., .uclt CltCum.lanC8.. an4
ror ,uch p\U'PO.e. a. may be allowed ~d.,
regulalion. pmcnbeci punuant to sub88Clion
(II of thi. 88CtIOn.

(Zl Whelher or not th. patienl w'lh r-.pect
10 whoM .ny IIveQ r9Coni r.fenoed 10 ~
.UbHCtiOQ (.1 of tbi8 88Ctloa ilm.lnlaln8d.
gIve. ht. wrtllea COnleal th. conlenl of ."ch
rwcord m.J be dilcloMd a. foUowt:

(AI To medical persoMello th. ..tenl
nece...ry 10 me.t .bona fjd. medical

em.rsency.
(BI To q"elified persoMel for Ihe p\U'POH

of conductlna ICI.nllfic r.le~
m.n...Menl ."ditlo finaDC\1i ."dit.. ~
Pr0tr8M ..,.Iu.lion. b"t ."ch pe"onnel mlJ
nolld.nllfy. dirwcllJ or indlrwclly. Iny
IndlVtdl&&i p.llent ~ .ny f8port of 'uch
rel..M .udil or .V.I".11On. or oth.rwt..
diICI088 p.li.ntld"btl" In anJ manner.

(Cl [f .lItho,;a8d bJ aa .pp~pn.le Otder of
.court 01 competent j,,"ldicllon Ir8nl.d
afler .~licatloa aboW\nt IOOd C.UM
tJlenror. 1D a.M.11", IOOd cauH Ihe co\llt
.h.U _1.. th8 pubuc Inler.11 and Ihe n~
ror diIClo.un a.AU1It the In,UIy 10 th.
p~lienl. 10 Ihe pby.lclan.panent r.lltion.hlp.
and to the tnalm8Dt HmC8.. Upoa Ibe
aranlln. 01 auch order. the COI&tt. \n
de1.nnlni"8 the ..Imtto whiclt anJ
dlIClo.UA of .U or .ny p.rt of .ny record ii
nece...". .haU ImPOM app~pnal.
s4felU.rda a..1nI1 un."lhonud d;ICIOlW9.

Icl ~W~ ~ 01 ..co.d la
mlk.iD. atmiAa! c&.I1eI ~ iav..U..~ 01

p.ti8at
ExC.pl u alllhonud by. Court ord.r

81.nted und.r Sub88CIIOn (bl(Z)(CJ of thl.
SectiOn. no r9C0rd rwfenoed 10 In SUb,8CIIOn
(a) of thl. 88Cllon m.y ba uHd to Inlll.le or
.ub.llnlllle any cnmln.1 charse. alaln.1 .
plt'enl or 10 condlKl .ny ,nvellll.llon 0( a

pltlenl.

(dl CoatiDui!lt ~bitlOfl .piA8C ~~
lITUpecliY. 01 .~h18 U pati8a8

Th, prohlblll0na 0( Ihl. MCtIon contlnu. to
~pply 10 recorda ConCamInt .ny IndlYldu~1
Who haa been a patIlnL Irrl'pICtlve 0(
whether or when he c.a..a to be a patllnl.

(.1 Armed F- aad V.lerau.
AdmWatnli~ Ia~n.. 01 ~ordl: ~
0( .u.pect8d cAild a~ aad Deti«llo Slat.
Ot I ~ au IhOIt Ii88

The prohlbltlO", 0( thia ,.ctjon do no1
apply to any intl~han,. 0( record-

III withIn Ih. ArmeQ Fo~ea or wllrhln
thoa. compon.nla 01 th. Vel.rana
AdmlnlatratlOfl Nml.hlna heallh c.are to
velerana. or

(2) between .ucl\ compon.nla .nd Ih.
Anneci Forc...

Th. prohJbllio", 01 thia "cIIOn do no1
apply to th. re~f1jna under 5t~t. law 01
Incld.nla 0( .u.pecl.d child abu.. .nd
n..lect 10 th. appropn.t. 51.1. or loc.1
.uthonli...

(r) PeaaJty ,. n,. ..IU~I 01f~

Any pe~ .ho Ytolal.a Iny prov'.lon of
t"ia MCIton Ot an, ~lauoQ l.au8d p~uanl
10 thit MCtioa .nal1 be "n.d not Dlore than
~ In Ih. c.a.. 01a "nt oIT.n... .nd not
nore tha4 U.cm In th. ca.. 0( e.clt
.ubMqumt off8n18.

(1I/ePJa~ Iat-~i ~lad-.
d.Pomda8. aal aad proc8d\U880
lad~ PI.8dI- -a;ter\a (w ~
.ad ~ 01 oro..

Excapt .a prov\deci lD .UbHClioa (hl of
.IClion. th. s.aoeta,.,. after CQ",uJla(IOn WI,..
th. Adminl.tnlor 01 Vel.rana' Affain aQd
Ihe b.ac18 01 other 'eci.raJ ~rtmenla and
a,enC1.. .1Ib8~nllal1y .ff8Cleci thereby. .baU
prelC2'1be fetUl&tiOQ8 10 ca", ~I th.
pu~ of thia MCIIOn. Th... retllJatlOn.
m.y conl.14 .uch d.nmliona. Ind ~ay
proYId. ror .1Icl\ ..fllllArU8 and proceduru.
,ncludin. proceci\ll9t aQd cnl.n. ror th.
i"u~nc. and 8COpe 01 ord.n under
'Ub.8Clion (bl(21(Cl of thi. MCtion. .a in th.
iudllnent 0( th. 5ecn1.'.' Ire n8Cell.ry or
proper to erf8Clu.l. th. p~... 0( t"la
.8CIIOn. to prevenl ~yenlton or .'taalon
t".reof. or 10 (.C1lil.l. CQmplianC8 th.'.Wlth.

15\jbMCllOn (,,) waa .uperMCed by MCtloa
It l(cl(31 01 Plab. 1. M-.SI1. Tb. '.a~",lblli!J'
of Ih. .~dmiAlatr.lor 01 V.llnna Affain 10
wnl. ~I.ljo", to p",Yld. rw
confid.Qu.lily 01 ~ .bUM palJ.nl recorda
und.r Till. 31 waa DlOvld from n U.S.C. It71
10 J8 US.c. .t34.'

t2.J ~~...
o:co ;X,.-;~ of , r.cor-.

Th. ~Itriclionl 0( th... re1'JI.tioM
upon th. dilclolUA .nd UI. 0( Ilcohoi
abul. p.ti.nt recordl w.re inltillly
luthon%ed by sectIOn J33 0( th.
Compreh.nliv. Alcohol Abus. .nd
Alcoholilm Pr.v.ntIOn. Tre.tmenl. .nd
Reh.bllit.tion Act 0( 1970 (42 U,S.c.
4Sa2). Th. 18Clion II .mended was
tranl(ernd by Pub. I.. 9&-24 to HCtil.
523 0( Ih. Public He.llh S.rvlce Acl
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which II codified al 42 U.s.c. ~.
The amended .Ialulory lulhonty II sel
forth belo~

S~lio" 29Jd~ Co"liM"tJOI;ry of pnli."'
r'"("om',

1.1 Di'CI08W. .\llhor;uti08

Records a( Ih. Iden(lty dialnoslS.
prulnoll.. or lre.lm.nl 0( .ny p~ll.nl ~hit:h
4r. m4Inl.ln.d In connICIIOn wlIll th.
perfonn.~ IJ( any prosnm or acrtvl!y
~1~llnl (0 almhotlllD 01 alcoiloi ab\l..
educa(lon. trllnlnl. Ire.lm.nl. rehabilitatIon.
or ~.eardl. wIllc.A ..CQnd~led. ~.ul.led. or
direclJy or IndlrKtJ~ aall.led by an~
departm.nt or ...ncy 0( th. Unit.d Srat.s
shall. e.cept a. provided in IUbl~tloIllel of
Ihll MCtlon. be con~denrtlJ and be di,cloMd
only (nr th. PUf1'O8ew end under th.
I:ln:umstanf:.. ..~.'y .utilonud un~~r
subsection (bl of tJ\1. MCtlOIl.

(bl ~ .Dd =u8t ol dlIdotU'.
.ffecant -d8I p8tient .Dd p8dent

rwsm_afCO88M
rl) Th~ contenl 0( .ny rKord re(.r...d !., in

suhseclion (al of Ihil lection m.y be
djsl;lOHd III accordanca .I(h th. pnor
wntt.n COnMnl n( Ih. p.li.nt .Ith '..pect 10
wh<lm sucll record II m~lntaln.a. bul only to
su.:h e.tenl. 1.In~.r sucJI Clrcumll~nce.. .nd
ror ,u"h pu~... a. mlay be allowed 1.In.J.r
~Iul~tlanl pre8Utbed purluanllO lubMCtlon
(8J 0( !hll MCtlOn.

(:1 Wh.lh.r or not the pa!1ent. W11" ~spe.:t
to whom .ny ItV~ ret.~rd ,.fe~ to tn
SUblKtIon (at of thi. MCtlon i. maInIAIMd.
IJvel hl. wntten CQnl.n.. th. COnl.nl 0( .'It:h
'.cord m.y be d,'CloMd ..(ollowe:

l"l To mediul pe",,"ne' to rhe e.l~nl
ne\;e.l.ry (0 ","1 .tIt1n. fid. n~If:.1
~m~,.ency.

(BI TIJ qu.lliried pe"onn.1 (or the purpu..
or I;onductln. ICI.ntlnC r~le~h.
manal~m~nl audill. nn;,ncJal 4Utjlt'. or
p~rwl:1 e'"lu.:10n. bu! luch pe"onnel m~y
nnl Identl(y. 11,~1Iv Of ~dirwcllv. .ny
Indlvldu.el patl~nlln any ,.part 0( Iuca
rest:.ln:h. audit. or .v.lu.tIOfl. or 0Ib.rwl..
JIlrlUH p.11.nl ,.J.ntllle. In .ny m.nner.

ICIII ..ulhn.,z~ by ~n a~roDn.t. or-o.r 01
.'uurt of c"ml)el.nt I..ntdlcuon 1t4nlN
Jfter ,jppl,t..llu.' sho,.,na Iood CO£"H
Ihere(ur 111 ...s~..ln. .-J uu- tJ\. t.0\&rt
sh.11 ~~1~111h. public Inl.,"' .nd ltl. need
ror d,..,II"ure J.~ln.. th. injUI'J !0 ttle
patlcnl to th. phy~an.98It"" NI.ttun."jp.
and to Ih. t'..lm",t MfY1CK. Upo. Ihe
Irantln. 0( lurh ord.-. Ihe ~r1. In
det~"""nlnl rh. .~I.nl !0 whlclt .ny
dJ'l:lus1lre uf ..111Jf .ny pa" of .n~ rec"rd ,.
necetury. .11..11 impo.. .pproPNI.
.~{~Jrd. J.illnll un;luthonz~d dlIClol'.lre

(cl ~~~ af ~ la
m.~. CNnIMI clta'1e8 ~ iav..a..1ia8 af
p8!1eel

E,c~pt .II ~~Ihonud by ~ ~ ord.r
Ir~nt.d und~r tub,ICtlon ~bl(%I(CI 0( Ihll
s.ctru". no r..-4rd re(e~ to In 1llblKtll)"
(J, of thl. sKlIon m.y be uMd to Inltl.l. Of
.ub,t.ntlat. ~ny Cl\mlnal ch.~ .1.ln.t .
p~llenl or 10 CQnduc. .ny In~.I!I~.tlon 0( I
pall..nl

(d) C-.-u ,...18a. d&KI-

l~liY. ol .ur~ ..pelMa,

Tl1e problbltlOna 01 thl. MCtIon conllnue 10

..ppl, 10 ~ W0&.8mlnt .ny l/\QIyl~.j

who h.. b8en .p&MnL I/Ttspe.;tIY. 01

wheth.r 01' when he ceaM. tn be a p.nenl.

(el AI8M F~ ..V '

A~~"'~oi

.u.pecled W!d .0- 8ad aesJ8C1 ta SUII ~

I~I .ulAonli..

The proh,bluonl 01lh.. .ec:110m do nor

.ppl, to .ny Intlrth~n81 01 ~ord.-

(11 wIthin Ihe Amled fortI. or wllhln Iho..

Compon."I. 011h. Veleran.. Admlnl.lratlOn

ruml.hlnl"e.llh car9 to .elerwn.. Ot'

(21 betWMtI .\lCh componel\l. ~nd Ih.

AmI.d fo~

Th. proh,bltIOn. 01 thl. MCtlOn do ~. .ppl,

to Ihl repor11nll&ndar Stal. Ilw 01 ~Id.ntl

0( ,uspeclelJ child .bu.. .nd net*I to llle

.pproprl~11 SIMII 01' I~I .utborllle..

,f} '-Ity 1« nna ...~~~ off-

Any ~rson wha YI01~le. .ny pI'OY1110n 01

Ihil .~.,., or .ny ~I.fion 1..,-* 17U18uanr

10 thl. MCIMJn .h." be finM not -Ih.R

~ In IJte c... 0/. first ofr.n... .nd nor

mor~ IhMn ~~ ia thl '.a.. 01 elcn

,ubM.luenl ofr~n...

!It R8t"i8tioaa 01 S8cr.c8,,: J...~Di~

..(~ ...~~_.. iM:J~

P".:8d\u. 8M at8i8 J8 ~I_. ...

IC~olotd8n

E~~t ..provided ..8VbIectiott th. 0( Ihl.

sc<110n. It'8 S.C'.tary IiI.IJ P'"CI'1be

~3ul.110n8 10 C4rr). OUI lM pu~ 0( lhl.

'ecllun. TheM ~lui~IIUn. m.y con..ln l\i Jefinltiun.. .nd m.y proYIde ror ,u..b.

~4["8u..rd. ~nd pr~edur", Includinl

proc.edllr~. .nd r:nl.nl ror th- 11.uanu .nd

.~n~ 01 o~" und.,. lub.ec:fionfblfZ!!CJ of

Ihl. ~non. .1 In tha ;Vd."..nt of Ih.

~c~t.ry .r9 n8C8...ry « P"".. to

~frKtU.18 lhe pu~ ollill. MCtIOn. to

pre~enl ~lrtumyentlOQ or ey~.\On Ih.~(. or

10 r~Clllt.le comp!Wnu lh.rewItA.

,SubMCtlOn Ihl w~. IUp.n8ded b, ,...IIt)Q

111(ci(.' 0( Pub. L 94-S41. Th. ~spon.lb,llty

or th. Admlnl.lr.lor 01 V,lenll. 1\ff.llrS fO

.nIl ~I.tion. to pro~idl ror

con"denlj.lity of .lcoh01 .bu.- p~lie"t

~O~ und., Title 38 ...moy~ r~," .:

u.s.c. 4,SU to 38 US.c. .1.W'

tU ~ ..8ffect.

(~I Purpo... Under tiI. .Iatulory

provIsion. quolld Ln t. 2.1 Ind U

Ihl'. ~l.lton. impo.. ~.tncIIOn.

IJpon tiI. diIClo.~ .nd u.. 0( .Icohot

~nd dru. .bu.e p.tlent rwcord. whlclt

dre m.lnl.lnld In CoMeclion W1th Ih.

l'.rfOnn.nC8 0( any r,d.nlly 4..lst.d

.Icohol and drul .bu.. prosnm. Th.

r!~ulat\on. .peclfy.

11) D.finltlona. applicability. ~nJ

ilner.t '.slrIction. In Subp.rl B

ldlfinttion. .pplic.bl. 10 t 2.34 only

4pp..r In tilat S.CIIOn\;

(Zl Di.clo.ur.. which m.y be miJu.

will\ wrlllln p411.nl con.,nl .nu II\.

rorm 0( lh. wrlltln cunslnlln Subp.r'

C;

(3) Di.clusure. whid1 may ~ m.de

~Ithul.t .'vrltten pctIeQt con.enl or an

authonztng Court order In SuDpan 0-.

and

("I DIIClosu~1 and yses 01 p.tlent

recon11 whiCh ~y b. made wIth an

authur:zlng c;o~ order and th.

prucedurel ~nd critena ror the cnl.-y .nd

1COp. 01 thole on1e" In Subp~rl F..

{bl Ef{I!Ct. (iI These reI\Jfatlonl

prohibit the disclo.ut. ~nd use or

patient ~cords unless cert~ln

clrcumstancel ex lit. Ilany

circumltance. exists under which

disclolure il permitted. that

cltcumstance ~cts 10 remove the

ptohibltion on di.cloSUle but it doel not

compel di.clolure. ThuL th~ re~ulations

do not ~quite dllclosu~ under aO\y

circumstances.

(:1 Th~. t~ul~tlons ate notln:t!nded

10 ditectlhe m.nDer In which

substanti\". functions luch .1 r~I~.tt:b.

tr~alm~nt. .nd evalu4tlun .re C4r~ltd

t}lIt. ln~y are Intended to Insure th41 II\

otlcohul or drug ~buse p.1tient In ~

rederitlly all..ted .1..uh01 at dt\lg ab\&M

pr°tr~:1\ I. not mad. more ¥ulnet~bla by

re~.on g{ th. .\"all~buity 0( hls or her

patient record thaA an Indlvld~1 ~ho

ha. an alcohol or druI probl.m ~nd who

does not leek treatmenL

IJI Becau.. tnere i. a cnmUtal pen.lty

fa fi~. ~ U.S.c. s..-J~f). 4:

U.S.c. 29:kid-J4f) .nd .1. CFR , 2.4' r",

vlOlatlnl th. re1\1latIOna. they are 10 be

construed Itncuy in favor 0{ the

pOtentIal vi01ato, In th. lame maMer I.

a cnmlnai I..tute I... M. K/'GU.t "

8roth~,.. v. Unlt.aStotl.t. W U.s. 51..

621-Z2. 66 S. Ct. 705. 701-01119461'.

§ 2.4 ~ ..,.-.y ,. .~ Under .2 U.s.c. ~n and "2

U.S.C. Z~d-J(n. any penon who

\101~1.. any provl.lon 0{ thOle Itatute.

or these ~luJah0n8 Ihall be fined not

mo~ than S5OO in the ca.. 0{ .tint

offenle. and DOt more than s".(XQ in the

I:... of each .ubaequent offen...

, 2.5 A of ~-;tco (~I The repon of any violation of these

regulation. may be dltecttd to Ih.

L'nlted St~te. Attomey for the judicial

dlSttlCt In which th. violation occurs.

(bl The report 0{ any V}Olalion of

these relul.tIOn. by. mettladone

pta.,am may b. directed to th. Re~IOn.1

Offices 0{ t~ Food and Cr\II

AdmlnlsttatIO".

S~ 8-GeI*W ProYt86On8

§ 2. , 1 O.:-R~ ,;;tco. For PllrpoIeI of they reaul.ll(,n.:

.~/cl).iIJJ abW4 mean. the use 0{ 4"

..ll.ohoilc be...era8e which Imp.1lrS tn.
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(iI An Identified unit whidt provtd..

Ilcohol or dNI Ibu.e d111I10.IL

treatment. or re(errai (or treatment or

(b) Medlcai penoMei or other staff

whose primary function i. the provIsion

0( alcohol or dru8 Ibule diI8nO treatmen'*- or referral (or treatment Ind

who I~ IdentIfied I. luch provIde".

Program director meana:

(alln the case of a program which i.

an individual that individual:

(blln the ca.e of a program which i.

In orJanization. the ind!viduai

de.ignated a. d1r8Ctor. manll1nt

director. or otherw1.. ve.ted with

authonty to act I. chief executive 0( the

°rJanl&& tion.

Qua/i!i.d ,.rvi~ oI'JQnization meana

I person which:

( a I ProV1de. lervice. to I program.

such a. data proce..1nIo bill coilectin..

doslge preparltion. laboratory

analyse.. or legal. medjcal ICCOuntina.

or other profe.llonal s.rvice., or

service. to prevent or treat chIld abUte

or ne8lect. inciudinl tnininl on

nutnllon and cl1ild care and individual

and group therapy, Ind

(b) Hi. enter.d Into a wntten

agreement W1th I Prosram under which

that pe"on:

(I) Acknowled... that iA r8Ceivina.

storint. proce..int or otherw1.. dealint

with Iny patient recorda from the

pr081mL it i. fully bound by the..

reguJationa: Ind

(Z) If nKessary. will re.i.t in judjciai

proceedinp Iny effortl 10 obtaIn Icce..

10 patient recorda except I. permitted

by the.. retWation..

R«ard. meana any information.

whather recorded or not. relalint to a

patient received or Icquir9d by a

(ederall, a..i.ted alcohol or dru8

P fOIf8 m.

Third party pay.r mean. a penon

who payL or 111'"1 to pa" (or diaano8ia

or treatment fum1.bed to a patient OQ

the ba.il of a contractual ~Iationahjp

With the patient or a member of hil

famliy or on the bl.i. of the patierst's

Ilillbllity for Federal, Slate. or locai

8Ovemmenlal benefitL

T~tm."t means the mana..ment

and care of I patIent sufflnnl &018

Ilcohol or dt\Il abUM, a condiUoa which

i. identified al havtnt been cauMd by

thai Ibu... or both. in order to ~uce or

eliminlte the Idvene effect8 Upoli the

patIent.

Und.~ver OI."t m.ln. In officer of

any Fed8ral Slate. or local law

enforcealent ...nCJ who enroll. in or

bKOm.. In employ" of I prosnm (or

the p~.. of inve.rtlahnl I suspected

violation of law or who punue. thai

pU~I. lfle, enroillnt or becomlnt

employed for other pUlpO

tl.11 ..'--II~-::-r.

(i) ~n~ral-{11 R~strictions on
disclosure. The reltnctlon. on
disclolure In these relUl.tions ipply to
.ny InforManOG. w~ettler or r\Dt
recorded. which:

(; J Would Identlry .p.tlent is in
ilcohol or drullbuser either directly. by
rererence to other publicly ivlllabl.
Inform.tlOn. or through verification or
such in Identification by .nother
person: .nd

(ii111 droI.bUJe infonn.lion oblalned
by .rederally .slilled drJI .buse
program .Iter M.rch ZOo 1972. or II
alcohol .bUJe inlonnalion obl.lned by a
rederally .,IISled .Icohol abUJe
program .Iter MIY 13.1974 (or \1
oblalned beforw the per1inenl dale. II
mlintlined by I rederally alsllled
.Icohol or dn18 Ibu.. program .Cler that
date ., plrt or .n OngOIUJ treatment
eplloda which extend. p.,t that d~te)
ror Ihe purpo.. oltnalin8 .ICOh01 or
droI .bu... ukint .dl.gno111 for th.t
tre.lmenL or makinl a referral ror tl\8t
trelImenL

(2) R..triction on UH. The rescr;ctton
on u.. 01 \n!onDltion 10 initiate or
sub,tantiate any c:;mjnal dlat1el
alalQlt I patient or 10 conduct .ny
cnminal invellilauoD of I p.ll~nl (42
U.S.C. ~:!(cl. U U.S.C. ~d-J(c.
appli.. to Iny infonnation. wnettler or
not recorded which ~ dn18 .buse
inlonnltion obtained by a leder8lJy
assisted dNllbule pfOll'8m .Iter
March ZOo 1972. or II .Icohol .buse
infonnatlOn oblained bye rederally
esli.ted .ICOh01 .buJe progr.m .fter
May 13. 1974 (or If obtall\ed beforw the
per1lnent date. il mall\talned by .
reder.lly .,.llted alcohol or dru, abUJe
prolf.m .fter th.t d.,- ., p.rt of .n
on8oinl treetment epllode whldl
e~tendl palt th.t dllej. ror the p~le
of tre.ti"' alcohol or drul .bUJe.
maki"8 a di.anOlil (or ttle tre.tment. or
maki"8 a ~ferral for Ihe ~atment.

(bl F~.raJ a.I.Il.tanc.. An alCohol
.bule or dn18 .bu.. prolf8m .1
conliderwd to be federally .llilted II:

(lIlt Ii conducted in whole or in part.
wheth8t' directly or by contract or
otherwi.. by .ny department I1r .aency
01 the United Slate. (but '" p.r.gr.phl
(c)(1I.nd (c)(2) olthi. MCtlon rel.tln,IO
th. Vet.r8na' Adminiltr.tion .nd lh.
Armed Forces):

(2) It IS b.inl canied out und.r .
lic.nJ.. C8rtiflcation. reliltratlon. or
oth.r authonzabon gr.nl.d by .ny
deplrtment or ...ncy ollhe Unlled
Slate. includinl but not limlled to:

(i) Cer11fication or provIder ,talul
under the Medlu~ profram:

phy.lcal mental. emotional or lOCial
well-betnt of the Drug abuu meaDa the UM of a

psychoective lubetanca for od!er than
medicinal purpo... which Impain the
physical mental .motIonal. or .oclal
well-beln. of the user,

Dia,no.l. means any reference to an
individual's alcohol or drus abus. or to
a cundition which II identified as havlnl
been caused by that abuH whIch ia
mad. for the purpose of treatment or
referral for treatmenl

Di.fc/o.. or di.c/08ure meanl e
communication of p.tient indentlfyinl
information. the affirm.tive venficatlon
of another pe~n'. communication of
pati.nt id.ntifyins infonnetlon. or the
communication of any infonnation from
the record of a p.tlent who ha. been
IdentIfied. .

Informant mean. art Individual:
(al Who i. a patl.nt or employe. of .

prosram or who becom.. .p.tient or
employee of a protram at the ~ue.t of
a law enfo~emant asency or official:
and

(bl Wha at th. reque.t of a law
enfo~ement a8ency or omdal observe.
one or more pau.nu or employHs of the
protram for the purpo.. of ~portins th.
in(onnation obtained to the law
enfo~em.nt a8ency or official

Patient m..na any indJY;dual Who ha.
applied for or *n I1ven diasno.i. or
treatm.nt for alcohol or dNI abu.. at a
federally aIIIIted prosram and includes
any IndivIdual who. after a" on a
CMmInal charse. i. Identtfled a. In
alcohol or dnJl abu.er in order to
detemun. th.t IndiV1duar. elil1buity to
p.rtlclpa.. in a proarIm.

Pati~nt id~ntlfyin, information meen.
the name. addle... Iotial HCUnty
number. fin8.~nnta. photOlfaph. 01
simIlar Lnformatlon by whidt the
identIty of e patient can be detennlned
with ~..onabl. aCCUt8cy and speed
either dirwctly or by m.renca to oth8t'
publicly available informatioa. The t.na
doe. not include 8 n.u8b8r auilD8d to a
patient by a Pto.-8IL it that number
doe. not conai.t of. M contain numberl
(sucllaI a lOCial ~ty. M driv8t".
licen.. numberl whicb COI&!d be UMd to
identify I patient with ~aeonabl.
accuncy and .~ from 1OUtC8.
extem.lto th. Protram.

P~rson me.na an Indivtdual
partn.,.hip. corpor.tlon. Fed.rel. St.t.
or loc.al 8ovemment alency, or any
other le..1 entIty.

Prosram mean. a penon which in
whole or In p.rt hold. It..lf out I.
pro.-ldin.. .nd provIde.. alcohol or dro,
abu.. ~..n~.. treatment or re(e",.1
for t~~ent For. .en.r.1 medical c.re
facllUy or any part thereof to be a
program. It mu.t h.~

-875-
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refeM'al for treatment of alcohol or druc
dbuse If the communlcatlona .r.

(i) wIthin a program or
(ill between a program and an entily

that haa direct Idmlnlatrativ. control
o\.er the program.

(4) Qualifi~ Service Organization..
The restrictions on disclosure In thea.
regulations do not apply to
r:ommunicatlona between a program and
a qualified s.rvtce organlz.tlon of
information n.ed.d by th. organizatioa
to provide servicea to th. prolfarn.

(SI Crime. on program premi$e. 01'
asaln$t .crogram persannel. Th.
restnctiona on diacloaure and us. in
thea. regulation. do not apply to
communicationa from progr~m
personnel to law enforcement ornCert
whlch-

(il Are directly related to a p~tient'a
commiasion of a crim. on th. preml...
of the program or aRainat program
p~r'onnel or to a threat to commit auch
~ cnme: and

(ii) Ar. limiled to Ih. circumatance. of
Ihe incident. including th. pati.nt atatus
of th. Individual commlttinl or
!hre~tenInR to commit tha cnme. that
indivldual'a nam. and addr.a.. and thai
individual'a last known whereabout..

(8) R~port.f of IU.fp«t~ child abu.se
and negl«L The reatrictiona on
discloaure and us. in thp;,e regulation.
do not apply to the reportinl und.r Slate
law of incld.ntl of auapKted child
abua. and negl.ct to th. approprialt
Stalt or local .uthoriti.a. How.v.r, the
restrictiona cOnlinut 10 apply to tht
original alcohol or drul abu.. palital
recorda maintained by th. prolfam
includinl th.ir diICloaure and UN for
civil or criminal proc.edinll which may
ariae out of tht report of auapected child
abuN and neglect.

(d) Applicobllity to reclplent.f of
information-{1) Re.ftnction on U". of
information. The rt.triclion on tht UH
of any information aubjtct to tht..
relUlationl 10 Initiatt or lubatantlatt
any criminal charge. a~alnll a patient or
to conduct any criminal inve.tilation of
.patIent Ippliel to any person who
obtaina that InformatIon from a
federally alllated alcohol or druR abu..
prolfam. rtRard1etl of the Itat~ of the
person obtaiNnl the informatIon or of
whether the Information wa. obtain.d
in accordance with theN regulMtion..
Thl. r..triction on ult bera. amon.
other thin... ttlt introduction of that
information a. evidence In a criminal
proc"dinl and any oth.r 'J.. of the
Information to inve.tiRatt or pro.ecute a
patIent with relpect to a luapected
cnme. Infonnation obtained by
und.rcover agent. or informantl (I..
I %.17) or throulh pati.nt acces. {,"
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(ii) Authoriut&en to ~nduct
methadone maln&M~ ~atment (see
Z1 CFR Z91.D~ ~

filii Reglltnt1on to dispense a
substance under the Controlled
Substan~s Act to the e.lent the
controlled substance IS used In the
treatment or alcohol or dr\J~ abuse:

(J) It IS supporfed by funds provIded
by any department or Jgency or the

l.'nlted SIMtes by beIng:
(i) A recipient or Federal Financial

~sslstince in any Form. Includinl
rinMnc/al asslltince which does not
directly pay For the alcohol or dru~
~huse diaanoSI.. treatmenL or rererral
iicrivltles: or

(ill Conducted by a Stale or local
govemment until which. through seneral
or specIal revenue shArinl or other
rorms or issistan,e. receives Federal
Funds which couii be (but are not
necessarily) spent fur the alcohol or
dr"JI abuse program: or

{..) It is assisted by the Intern~1
Revenue Servic. or the Deparlment or
Ihe Treasury through the allowance or
in~me tax deductIOns For contrIbution.
to the program or IhrouSh the grantlnl or
ta~ e'empt statu. to the proaram.

(cl E.tc~ptions-{11 VetBran,.
AdminIstratiOn. These regulations do
not apply to inronnation on alcohol and
dnlg abuse patienta m~intained in
connection wIth the Veteran..
i\dminlstraton provisionl or hospital
care. nunina home care. domIcIliary
care. and medical service. under Tit!.
J8. United st.te. Code. Those reco~
are sovemed by 38 U.S.c. 4132 and
regulation. is.ued under that luthonty
by the Admlnl.trator or Veteran.'
AFfai~. .

(21 Arm~d Force,. These regulation.
~pply to any infonnation described In
paragraph (al of thIs sectIon which wal
obtained by any component or the
Armed Force. durin. a penod wh.. th.
pdtlent wa. luhj8Cl to the Unlfonn Cod.
0( ~ilitary JuatiC8 exC89t:

(I) Any Int~ of that
informatioa wtthta th. Atmed Forclt:
and

(il) Any int8rebanp of that
in(ormalion betWeen th. Amsed Force.
and tho.. component. of the Veteran.
Admlnlltratlon fuml.hinl health care 10
veterana.

(JI Communlcotion with,n a program
or b.twHn a program and an Bntlty
havin, difKt adminl'tratl. e contral
ov~r that prosrvm. The re8.ncllonl on
dlsclolure in th"8 resuYtiOM do not
apply 10 tOllUDunlcallon. of in(ormalloa
between ~ amon. penonnel h.v1n8 .
need for Ihe lnlormallon In connectIon
wllh their dulll. Ihat ariH out of the
provl.lon or diaanOI"- trealment. or

I z,231 il lubject to In. rwltnctlon 01\
US..

(Zl R~.triction. on di.rclo.ru~.r-Third
party pay~rs. admInl.rtrotJv. .ntItJ...
ond oth.f7. Th. restnctioM on
dlsclolure in thel. resulatlonllpply t«

(i) Third party payers wllh regard to
recordl dlscloled to them by federllly
a)slsted alcohol or drollbu.e pr08r~mt:

(iI) Entltlel havlnl direct
Idmini,trative control over program.
wilh retard to informatIon
communicated to them by th. pr011'lm
under I 2.1Z(cl(31: and

(iliJ PersoM who receiv. patient
recorda directly from I rederally
alalated alcohol or dNJIbu.. proaram
and who Ire notJfied of th. rwltnctlona
on redlIClolure of th. reco~ In
Iccordanc. wtth I 2.32 of th...
regulationa.

(el Explanation olapplicabllity-{1)
Coverar.. Th... r.IUJatlonl cov.r In,
inform.hon (incJudinl information on
refenoaJ Ind intak.1 about Ilcohollnd
dru, Ibu.. p.ti.ntl obtained by.
pfOll'am (la th. t.~ .'patlentH Ind
'.Protr&JD'. Ire d.fined in I 2.1111f th.
proaram la rtd.rally .Iaiattd in aDy
maMer de9cribed in I 2.1Z{bl. Cove'...
includ.a. but i8 not limited to. thOI.
treatm.nt or ,.h.bllit.lion PfOll'lm-.
employ.. laliat8nC8 PfOll'lma.
protr8ml withjn len.raJ holpi~la.
IChool.b.18d prosrama. and privat.
practition.'. who hold th.lDI.lv" out
al providint. and proVId. aJcohol or
dru, Ibu.. diapoaia. tnatment. 01
rererral ror treatm.nL

(21 F~.raJ a..i.tDn~ to PfOJrom
~qui~. It. p.tieDl'1 aJcohoi 01 drut
abul. di.poaia. treatm.nt. or rwfenoaJ
for ,"Itm.nt i8 not provided by a
PfOlf8m whicl\ Ii federal1y conducted.
re8ulated or IUpported in I maM.r
whidt conatitut.a FederaJ INllt.nce
und.r I 2.12(b). that p.ti.nt'a ~ord il
not cove~ by th... ret'IJ8tiona. Thua.
it II polllbl. for 8D individual patient to
benefit from Fed.rallupport Ind not be
covered by th. confld.ntlality
reIUJ.tioM beca\AM th. ptoaram in
~ hicb th. pati.nt i8 .nroiled II not
fed.rally .lliated a. d.fined in I 2.12{b~
For .xampl.. if a Fed.rel court placed
In Individu.lln a pnvlt. ror.profit
proaram and mad. a payment to th.
program on beb8It of that indiv1dua1.
that pati.nt'1 record would not be
cov.,.d by th... reIU!8tiOM unlela lh.
PfOlf8m it..It r.c.ived Fed.ral
alllatanC8 al d.fin.d by I 2.1Z{b).

(31 Inlormation to which rwtnCtJOM
a'. applicabl.. Wh.ther .rnmctton II
on u.. or diacloaure affICt8 th. type of
Information wnidt may be avallabl..
Th. ~atrictlonl on diIClolure apply to
any inlonnllion whlr.h would Idlnll!y .
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patient as an alcoh~ or dr\It .bu..r. order i. ente~d in .c.cordence with
The restnctlon on II.. of inlonn.tl0n to Sllbpart E of Ihete regulallonl. Th.

bnn cnmlnal ch.' ...",SI a p.tient rcguletlun. permIt a~knowledg.ment of
for agcrlm. IPPJI.. to an" Infonnatlon t~e preienu of an Identified p311~nlln a
obt.ln~d by tJ1.ptOII'8ID for the P\1tp°se fil;lllty or part of a facility If the facility
0( J.48J1°..S. ~.tm.nt. or ~feM"a1 for IS not publicy Identlf1~d .a only .n
Ire4tm.nt 0( .ICOhol or dru~ abllse. ..!rohol or ~Iabuse di.lno.ls.
(."ote that ~sIrictlOns on IIse and t:'eatm~nt or ref~rT"JI f~CllIIy. ilnd if the
discJosure apply 10 ~clplents of H~kr.u~.led~ement does not ~veal t~at
InformatIon IInder t Z.12(dl.1 t~e patient II _n alcohol or dru~ abuser.

(061 How t.vpe of dioNno.,s al.f.ctl (2) Any an,wer to a reque!t (or a
cov.rag.. Thel. ret\A!ationl cover disclosure of piltl~nt recordl which il
dny ~cord of a dia8DOIII idantlfyina a "01 p~rmilslbl. IInder these rewlllationa
pallent IS .n ~jcohol or dnla .bu..r must b. mad. in a way that wIll not
which II prep.red In connection with affirmatlv.ly reveal th.t an identilled
the tre~tmenl or rwferral for treatment of indivldu.l hal been. or il b.ina
alcohol or drul abuse. A diasnOlil d,a~nosed or treated for alcohol or drua
prepa~ for the purpos. of trealment or Ibuse. An Inqulnnl party m.y b. given
referral for treatmenl but whlcls .IS not .0 a copy of thIs. r~gul~tlona and advi.ed
IIsed I~ covered by thes. retwatlonl. thaI they restrlcl the disclosure of
The foJowIn; are no1 c,l)v~~d by thes. alc(Jhol or drua abuse patient recorda.

re~ulat'onl: .' bul may no1 be told affim\altv.ly th.t
(iI dlasnOSla whjcls .11 mad. IOlely for. the r'!gul~lionl r..lrict th. dilclo.ure of

the p\1tpo.e of provldlna evld.n~ for the recorda of an idenufied patienl. Th.
lI.1eby la~ enlorcemenl euthontles: or r~gulationl do not r~~tnct a di.cloaure

(iII A ~lasno.11 of drua overdose or that an Idenufied indivldu.lla not and

alcohollnloxlcatlo.n .wh,t;h clearly. never hal been a p.tienL
showl th.t the Indjylduallnvolyed IS not
an ~Icohol or dNa abuser (e.l.. , 2.1. ...,.;-..~...
Involunt.ry lnaeltion of alcohol or drull (al O.{inition of minol'. A8 uaed iD
or reactIon to a prelcnbed dol... of these resuJationa the lanD .'min01'..
on. or more druIt). me.na a persoa who hal not altained

tl.'a c X-~~. ; ~ tha a8. of majonty .peC1fied in th.
(al Cen.fttJ. Tha patient records to applicabl. Stat. law. or if no .8. of

which theN ~.tlonl apply may be m.lonty II spec1fied In th. appilcabl.
dilcloNd or uled only al pemtllted by St.l. I.w. tht .a. of elahteen yearw.

these ~latlon. .nd may not oth.rwlse lbl Stat. law not requll'lnl ponntDJ
be dilclol8d or uaed in any civil. t:ons.nt to treatm~nL If a minor patient
criminal. admini.traItY.. or Iqillative actin. .lone has the Iqal C.paClty
proceedinp conducted by .ny Fede'.L under tha applicable Slat. l.w to apply
Stat., or local authority. Any dilclolure for and obtain .Icohol or drua abu..
made und.r the.. resul.lionl mult be tre.tm.nt. any wnlten consent for
Ilmlted to that InformatIon which is dilClolure authorized under Subp.rt C
neces..ry to c.rry out th. purpol. of th. of thel. r-.ul.tiona may be liv.n onl~
disclosure. by the minor patient. Thil reltnctlon

(bl UnconditianDJ complian~ includeL but il not limited 10. any
r~uim. Th. re!lrictionl on disclolure diIClolure of p.tieat identlfylna
and ule In tbeN rewul.lionl apply information to th. parwnt or 8uardiAn of
wheth.r th. holder of th. Infom\.tion a minor patient for the purpose of
believes that th. penon ...kina the obtainina finaod.1 rwimbun.ment.
information alrwady ha it. bu othH The.. r-.ul.nonl do not prohibIt a
mean, of obtalnina iL Ii .law IJrownm from refulInJ to pro\ Id.
enforcement or o~ offIdaJ. ha. treatment ~tll th. mInor patient
IJbt.ined a .ubpoeaa. ~ a...'. .ny con.ent. to the dilcloaure nei.ess.ry to
other lult1flcatlon fM a dllcloeure or u.. obt;Jln relIDbun.menL bul rvfu..lto
which II DOl pemilted by tha.. pro\lde trwatment m~y be prohibited
rqu1atlona. undar a Slat. or loullaw rwquirina the

lcl Acknow/~in. th. p~unc. of pro.,.m to fuml.h the .enlc.
potJ.nU: R..pondi", to fl'qU.~u. (11 Th. irrflp8Ctiv. of .bllity to pay.
p~l.nca of an Idenufied pattent in a (cl Stot.lalv ~ui1'1n.f ponnto/
facility or component of. facIlity which CIJn!ent to ~otm.IIL (11 Wherw StoAt.
II publicl" id.nbfied .1 a placa whare lew ~qulnl I:onsent of a p.rent.
only Ilcohol Of drua abu.. diasnolla. gll~rdl.n. or othlr perlOn for a mInor to
treatmenL or referral il provided may be obtain alcohol or dN. Ibu.. trwatmenL
acknowledled only if the p.tI.nl.1 any written cons.nt for Qjscloll:re
wntten COaMntll obtained in duthonud 'Jr:der Subpo1r1 C of these
Iccordance wllb subpart C of these re8ui~IIOn. mull be liven by both the
re.~etlonl or if an authonZ1nl co~rt mInor ina t-,11 or her p.rent ~uardlan. IJr
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other p~nnn authonzed under State 1..~
to act In Ihe mlnor'l beh31fo

(2) Where Statel"w ~qul~s pa~ntal
~onsent to treatment the fact of a
mlnur's 4!,pli~tion ror tre:Jlment mdy
be ccmmu!1icated to t/1e minors ~arp~l"
guiI:'dian. or oltler penon aulhortz~d
under Sta~. taw to act in ttle mlno:,'s
he.'alf only if:

(I) The minor hal gl..en wntten
conscnt to the disdosure in accord,,"ce
wIth Subpan C of these ~ulatlons or

(ii) ne minor t.ckl Ihe capaclly to
make a r8tional choice rewardinR llOch
conlent II jud81d by the pro8r8m
JirKtor under paragraph (d) of thil
section.

Id) .\finol' applicant ral' '~f'\.'CI!S !ach..
C'apaclty'°1' ratianal choic.o facta
rtlevant to Nducinl a threat to the life
or phyli~1 well beinl of the Ippli~nt
or Iny other Individual maJ b.
diICloled to the pannt. lUardi8n. or
other ~rton authorized under Stitl law
to act in th. minor'l behalf if th.
ptOP'8m di~or iudps that:

(1} A minor appll~nt Cor le'...IC"
lacU capadty becau.. of IXtnme yIJuttl
or mental or phylicaJ condition 10 mak.
a r8tional deciaion OD whether 10
COntent to a diIClolUtW under S1.Ibpan C
IJf these reIU1aliona to ht8 or her partnt
guard.iaD. or other penon authonzed
und.r Stat. taw to act In th. mlnor8
behalf. Ind

(2) '111. 8ppll~nt.8 81tuation pOW8 a
sub8tantial threat to the lir. or pllysl~1
well bein. of Ih. appli~nt or any other
indivjdu~1 which may be reduced by
communlcalin. rtlevant fact8 to the
minor'l parent. l\Iard1an. or other
penon authorized under State law to act
In t~e mlnor"s behalf.

f 2.11 :.-.;x..-;~..-;; ...1 ~1818.
Pa ( a I ((It"(tn,pet~nt pati~nt.t other thon

mlno"-'1} .4diudicotl01t of
I.'~orr:.cet~nc.. In th. case of a p~lient
who h48 ~n adjudiat.d 18 lackInR t~~
C4p4City. for any rt880n other th.n
insufficient a... to manap hi8 IJr her
own affaira. any con..nt which IS
required under these rtl"latlon8 may be
gl~en by IhelUardian or other pe~n
authonzed under Stat. law to actin th.
panentO8 behalt

(2) .\'0 adiudico!ion 0' incomp~t~ncy,
for .ny penod for which the prosr8m
dirKtor detmnin.8 that 8 patlrnt. olhlr
than I minor or one who ha. been
idiudi~ted Incompetent. luffen from i

medi~1 condition that pr9'Vent8
knowin~ Of effective action on hil or her
own behalt th. prosnm director miy
e~emse th. "pI of the p8tlent 10
consent to a dlICiOture under SubpMt C

0{ ltle.. ~latlon8 for the SGle purpole
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no1 connected Wltt\ the researct\ th.
nii;TI(,' Ind other Iden'lryln8 Inrormlti01\
concemln. Ind.\IJ1.1.:' wt\o ir. th.
subiectl orth. reseu~c".

( bl E"~(", !)f c"nt:"rrpr:t covemy~.
T!-.l!se rt"~Uli'IOns restrict the dlsclo.ut.
and I;~e 0( ::1formatlon about p41Ien,s.
wh;le administr~tlv. Ictinn laken under
the r~selrch pnvlle~. st.'\iles and

implementin. re.ull'lon. protects I
person en8a8.d In applil;lbl. resea~1\
rro:'n b.ln8 compelled to disclos. dny
identlfyin8 chlract.nsticl or th.
individull. who .re th. .ubjectl or th.t
r~s.arch. Th. is.u.nc. l.lnder Subp..rt E
0( th... reJUI.tlonl of. CoUrt order
lu'horizin8 .dilclosur. or lnrorm.';on
about. pltient doe. not irrect .I\
e~e~i.. of .uthonty under ,hes.
reMatCh priV1(e8. It4tutes. Howvv~r.
,h. re..arch privlll~. 81'.nted l.lnder zt
CFR Z9\.505(8Ito tre.tm.nt progrlml
ulin8 m.thadon. ror malnt~nlnc.
treatm.nt doe. no1 prolect rrom
compul.ory dj.clo.ut. iny Imrorml'ion
which i. p.rm1lt~ to b. disclo..C l.lnd.r
tho.. relUlalion.. Thu.. if. Court ord8f
ent.~ In .ccordOlnc. wllb Subpart E of
the.. rej\llation. .uthonZ8s .
m.lbadon. mainlenanc. tna'm.nt
Prosram to dildo.. certaIn Infoml.liOQ
ibout i" pali.nl.. that pro~m m.y not
invok. th. reMatCh pnvlle.. under Z1
CFR Z9\..505(sl ...defens. to .
.ubpoen. rOl thai in(onnltion.

t 2.22 ~ ~ ~--;. of , ~.;..;k..-,;k :-i ,...~-;~-~

{a) Notjc. nq/Ji~. At the time 0(
admll.lon or ..lOon Ihnre.rter ..th.
pali.nt i. capable 0( tationaj
communication. .ach prolfam .hall:

(1) Communicat.to th. patient th.t
Fed.rallaw and relUlation. protect th.
confid.nti.lity 0( .Icohol .nd dru.
iihu.. patient record,: and

{2) Cive to th. Plllent I lumm.ry in
wr:tln. 0( th. Federalllw ind

regulalion..
(bl R~uir.d .1..,".nt.. 01 wnlt.n

JummQry. Th. wntten lumInary 0( th.
Federall.w and telu1alion. mu.t

include:
(1) A ..n.raJ de.cr;plion 0( th. limItM

citCum.tanca. l.lnder wl\ich .progr.ID
mMy acknowJedp Ih.t an indjvldu.l i.
prclent at a racllity or disclo.. outsid.
Ih. proar.m informalion Id.ntifyln. a
p,ltient i. .n alcohol or dru. abuser.

(Z) A It4tem.nt thMI vIolation or ,h.
f.der.lllw .nd ~ul~tion. by a
prOlf.m i. a crim. Ind th.t su.pected
\IOlltion. may be reponed to
.ppropnate .uthontl.,ln Iccord~nc.

with th... resulatlOna.
(31 A .tll.ment ,hat in(omlati01\

relat.d to. pati.nl.' commilllOn or .
crim. on th. pr.mll.. 0( th. progrlm ~

of obt~lnln8 payment for ser\'lc~s from a
third p.rty payer.

lb) DKN'~ poti.nt~11 Vital
sratIltlC.J. The.. ,.Jation. do not
restnct the dildosure of p.tient
idenlifyinl informatioa relal1nlto the
rduse of d~ath of. patient under laws
r~qulrln8 the collection of death or I)ther
\'ital statIstics or perml!l1n~ Inquiry Into
the r:ause ofde~rh,

(2) Co,.'sent by p~"onaJ
ri'!pr~sentatlv.. Any other disclusure of
Informal1on Idenl1fyinl a dKe.sed
p1tlent .1 an alcohol or drul .buler i.
~ubject lu these relUlationl. 1! a wrItten
(;onsent to the dilclolure il requIred.
that consent m.y bel1ven by an
e~ecutor. admlnlltrator. or other
personal representative appointed under
dpplicable State law. If there il no such
appointment the consent may be Slven
by the patient'l spoule or. if none. by
~ny responsible ..ember of the patient's

ramily.

f 2. 'I s...tty ..., NCOf8.
(a) WrItten records which are subject

to these reaulationl must be maintained
In a secure room. locked me cabinet.
~it(e or other Ilmllar container when not
in use: .nd

(b) F..ch pr0tr8m Ihall.dopt in
wntinl procedurel whlcl\ relUlate and
control acce.. to and ule of written
recordl which are subject to these
regulal1ons.

f2.'7 IJ.~..~ '.Wtt~
(dl Reltrictionl on placement. EAcept

dS speclfic~lly .uthonzed by a court
order sranted und.r I z.e of thele
r!lUlal1ons. no protram may knowingly
employ. or enroll .1 a p.tient. ~ny
undercover .sent or informanL

( b I R~JtrIctIon on u.r. of infomlation.
,':0 Information obt..ined by an
undercover agent or infonnant. whether
ur not that undercover agent or
in(urmant II plac. in a prosram punuant
to 4:1 authonZ1nl court order, may be
used to criminally inv"ti.ate or
prolecute any pad8Dt.

12.'1 ~~~~-~_..*" ~ ~ --

No ~noa ID8J ~Wn any patient to
carry on hil ~ her P8'Ia8 while away
from the protnm prelll.i... any card or
oth~r object whicl\ would identify th.
patient a. an alcohol or dIUIabu.er.
Thi. l.cl1OR duel not prohIbit a pertOa
from requlnng patient. to u.. or carry
clrd. or other identification ohject. on
the premllel of a Pr0tr8m.

12. tt ~~...en ..,.-. .,
~..~ ~ (a) C.n.roJ. U. prosram diICQnl1nu"

operatlonl or i. tUen over or .cquired
by another prosr.m. It mult purle

p.tlent Identlf;lng InrOrm.llOn from ItS

records or destroy :he recurds unle~s-

(1) The ~.tlent who IS the subject or

th. ~cords gIves wntten cons~nt

(meeting th. r~quirements of I Z.311to a

tri4nsfer ur th. records to the a(;GuIrIng

prugram or to any other program

d~5lgnated in the consent l the m~nner of

obtalnlng IhlS consent musllnln'miz.

the likelihood of a dlsclosur. of p~tient

IdentIfyInlInformallOn to I third ~arty):

or
(21 Th~re is I legal requirement th~t

the records be kept ror I penod

~pecified by law which does not e~pire

unlll afler the discontinual1on or

acqulsil1on of the progrlm.

(bl Pro(.edurn where retBl!tion p~riod

required b}'law. If paragrlph {1){2) or

Ihls section applies. the records must b.:

(1) Seilled in envelopes orolher

containe~ labeled as followl: 'Record.

of [insert name or programl '.quired 10

be maintained under [insert cItation to

~tatute, regulation. court order or other

legal ~uthonty requlrinl thai records b.

keptl unlil I date not later than [ins.rt

appropnate d~tel'.: and

(2) Held under the restnction. of th...

~gul~tion. by I responslbl. person who

must. as soon IS prlctlcabl. Ifter the

end of the retention period .peclfied on

the I~bel. destroy the ~cord..

t 2.20 ~...~ ~ ~ to St8t8 Th. st~tute, authonzlnl thes.

re~ul4tlons (..2 U.S.C. ~.-3 and 42

U.S.C. :9Odd-3) do not prewmpt .h. field

ur Ilw which they Co\'~r to rh. exclusion

nr II1 Stat. IIWS in thlt field. If I

disclosu'. pemltted under thIs.

re~l~tions is prohibited under St..l.

law. nellher Ihes. rejui~lions nor the

authonzina .lllules may be cunslrued 10

authonz. Iny violalion of Ih..1 SI~I.

tMW. However, no Slal.l.w may ellh.r

authorize or compel any di.clolur.

prohibited by the,. relulation..

t 2.2 1 A .:.=- ~ 10 , ...,. Its "i-v~~ r ...cn ., c~ ==Y ~ _1 of ~ ,.

(.) R.s~arc;' prl~/ley. J.scrtption.
Th". may b. concurrent co\,erag. 01

~.Iient Id.nllfylna informallon by th..e

regulal1ons Ind by adminl.trati\.e action

tiiken under: Section m{a' or the Public

H~allh Servlc. Act {~2 U.S.C. 24ZM{a'

.1nd the Implemenl1nl relulalion. 1142

CFR Plrt 2a): or section 5OZ{c) of the

Controlled Sub.lanc.s Act (21 U.S.c.

87Z{c) and Ihe Impl.menl1na re~lltion.

itt Z1 CJ."R lJle.Z1 J. Thes. 'reselrch

privllele.. stalutes confer on the

SecretRry of Health and Humin Services

and on the Attomly CenerlL

rcspwctlvely. the power 10 authonz.

researche~ conducting certlln type. 01

r~,e~rch to wllhhuld from III persons~

-878-



Z1810 Federal Retilt... / Val. 52. No.110 / Tuesday. June 9. 1~7 Rule. dnd ReguJationa

~. For (P\j~.. of th. dilcJOWInI

8. C.rt (on wluca th.8 CQnMnt I8 I.sn.al

1 5,l11ltu'. of plllent

..Siln8turw 01 p8r.n1 or l~rd...I~~
reqIIi rwdI

9. Sil11.1Urw of ~ .utho"~ed to "In In

11.II 0( tIle pat1ent t-heN Nqlllrwdl

llI"e ~Iati~ in ord., to provi~
lucli acce.. to the patient.

(b) &.t.nction on us. of information.
Informatioa obtained by patient aCC8sa
to hia or her patient record il lubject to
the restriction on ule of hia in{oml.tion
to Inltl~le or subltantiate any criminaj
chet8e1 elalnat llIe pat~ent or to conduct
IIny criminal inveltllatlon of the patient
al pmvided for under t Z.12{d)(1).

SubP8l1 ~~ W"" ~ ,t'.
ConMnt

t 2.31 ,~ of .nn.. ~ (al R.qui ct ./em.nu. A writteQ

consent to a dilcloaure under theN
~IWationa rnu.t include:

( 11 Tha specIfic Mme or sener81
designation 0{ Ill. Prosram or person
pemlltted to make the diacJolYte.

(21 The n.me or title of th. individual
or the n.me of the of1anizatioD 10 which
disclolYte la 10 be made.

(31 Th. nam. of llIe patient.
(4) The p\&lpoM of th. dl8cl08Yte.
(5) How rnucli and what Kind of

In{omlation il to be diacloMd.
(8) Th. lllDAtYte of the p.uent ..

when required for a petient who ia a
minor. llIe lipt\&te of a penon
authori~ 10 live COnMnt lADder t Z.14;
or. when requjled for a patient Who ia
incompetent or decea..d. the Ilgnature
of a person .\lthonzed to liID under
t Z.15 in lieu 0{ the patient.

(7) The date on whicll Ill. conaent i.
Ilsned.

(81 A Itatement that llIe conaent I.
subject 10 ~v0C8tion et eny time ex~
10 the exlent that the Prosram or person
which i. 10 rnUe the diKJolure h..
alreadJ ected iD reliance on iL Actina In
reliance incJud.. the prov1l60n of
tn.tJDent Mrv1C81 iD relianC8 on a valid
conaent to dild~ Infonna tion 10 a
Ihlrd party p.yer.

(g) Th. date. eveat. Of conditloa \lpoa
whiclt the conaent MU expIre I! not
revoKed be{oN. Thi8 date. event. or
cond1tJoa ml&8t \D8\&te that the conaeac
MIJ IaIt no lon.- llIo reelOnably
n8CeaMry to 18T'Ve the plUpoM for
whiclt it illiven.

(bl Samp/. coM.nt famt. n.
followtna form compile. with parl8r8p"
(.10{ thi. MCtion. but other elementl
may be added.

I. I (name of padentl C ReqMlt a AII~Z8:
%. (na~e or ..nenJ dellpauOQ 01 p,...
whIcA it 10 maka Ihe diIClol\ile1

a811nll Pet'IOMel ollh. p~m il not
protecled.

(41 A .tatem.nt th.1 rwpo", of
suspected chIld lbul. and newJect mad.
under Stat. law to appropriate St~t. or
10C81 authonti.. arw not protected.

(~I A cItation to the Feder8ll.w ~nd

regulltion..
(c) Progrom opli(Jn.l. The program may

devile it. own Dutic~ or may use the
!ampl. not1c. in parJgraph (d) to
I;omply w1t" the ~ulremenl to provid.
Ihe palienl WIt" I Sum~3ry in w"tina 01
Ihe Feder8llaw and relu14110na. In
.ddition. Ih. pfOlJ'lm mly includ. in Ih.
\vntten summary in[orm.tion
concemin8 St~te I.w Ind any prosr.m
policy not inconsiltent w,tb Stat. and
rederallaw on th. subiect u[
confidentillity of Ilcnhol iI~d dnl.
abu.i8 pati.nt ~ordl. I

(d) Sampl. nolic.. ~

C~~1iaMty ., AJ Iod ~ A--
PI~~

T'h. con~den1jalily o/llcohollnd dnl.
~bUH p.li.tlt NCOrda rn.illtalned by this
Protr.ID ,. PfOl«t8d b, 'edenll.w .nd
~l'jl.IIOnL c.nenJ1y. tJIe ~. m.y not
,.y to I ~ out.. Ihe p~ th.t .
p4tl8tlt alt.t1d8 the ~.. M dilCio- aDy
1:lronn.tlon Id.nu1y\"t a p8Uent .a aD
alcohol or dnIC abl... UnJ~

( 11 The p.tl.nt conMtltl in wntlac:
(:1 Th. dIICI~IAr. i. allowed by a COI&n

orde~ or
t 31 Th. dildo~ 18 --10 IDedKaJ

person~.lln .lllediC81 ...'..QCy or to
~u..llfjed perlOM.I ror ' rch. .udit. or
pro!r.m .n'U811-.

Viol.l- ollJle 'ede,.llaw .nd
!'etuJ.tIO1\8 by. Prvp08. II a a;me.
Su.pected ~ may be ~rted 10
appropnl18 .lIth«1t.. lA accoru.MA .lth
F~.rll ~

Fede'.ll.w .nd ~lati0f\8 do aot Prot1C8
.ny ,n{orm.hon .b0u4 I a;aw com.-,ned by
.p.11.nt .llher .1 th8 ~ M I..IMtlA'
P8~ who ~ (~ -PfOP'8. ~ sbo\lt
.ny th,.at 10 ~ ~ .crtIII&

Fed.r.II... IJtd r81DA8liO88 do DOC ~18d
.ny ,nronaal108 .0.., ~8d chI'd a~
o r n e1iect frota -..~ d8I' Sta 18
I.w 10 .PPfO9l'18t. Sta. .1OC8A all&hor;ti-.

Is.. .a Us.c. ~ and .a U.s.c. ~
ror F.o.r.il.w. and .a m ,.rt z r~

F.de,.,I'81\11.I1oM.I
( Approved b, IJIe omc. 0( M.na..menl and
Blld..t IIDder CoDI1'04 No. ~.I

, Z-2J , ;.-. I4e.

(iI PolJ.nt a~ not pro"ibil~.
Th... feI'Il.t1ona do no1 prohibit .
protnm from liY;n. .patient acc"1 10
hl. or her own recorda. Includinc th.

opportunity to in.pect and copy .ny
record. \hat \h. protr.m maintain.
Ibout the p.l\8nt. The prorr.m II nIJt
r~q:Jired to obtain a patj.nt.. WT1lten
consent or oth., .uthonz.lton under

3. To ciJICJOM: Iklnd .nd .mounl 01

In(onn.llon 10 be djldoMd)

10. 11Iia COQMDI i. .ub~ 10 rwyocallOn .1
any time excepllo th. UI_I ta.1 tbe
pro.,1.. which le 10 m.k. the di8do.\Ite h..
aiIW.dy l.kl!1 action iD rwjjlnC8 oa II. Il no1
prwyjoualy rwYoktd. thia conMnt W\II
tenninal. ~ (.pea& dal.. IVmt. ~
condldonl

(c) Expi~ deficient. or fal.. ConJ.nL
A di8do.un m.y not be m.d. on the
b..i. of. ~8Mnt whjcb:

(1) H.. upired:

(Zl Oa ltl raC8 aubttutl.Uy rail. 10
CQnrona to any of Ih8 rwq~enl. Ht
rorth In pentnPh (a) of tht. 18Ction;

(3) I. knoWD to bav. bHG ~yok.rd: or

(41/. known. or tJ\rouIh a ~asonabl.
errort couJd be kno~ b, the penon
holdint th. ~rda 10 be m.atenally
raise.

(ApptOvld by the omce 01 Mana..DMnl and
Sudflt I&Dd.- CoaIro4 No. ~I

fZ.32 ";;..-~~.'-~II.II_~

(a) NotJu to occompony diKlo,UIW.
E.ch dilclo.un mad8 w\th Ib8 palieDt..
wrilten CQnaent mU8t be accompanied
by the rolloWiq wriIteD .t.lem8nt

nia inloraalioa h.a beew dlIdOMd 10 1~
(rom ~0rd8 pratICIed by F~
conf\denba!lty NI.. (U CFR PIIt Zj. 'T1I8
Fed.,.1 Nl.. pronlblt yw ~ ..&UI81n,
(unI\« dlICloaUt8 01 thia IDIGrm8I.- ~
Nrtller di8doaUt8 i. "preuly pefalltld by
Ih. wnlten CQnMnI 011Ae ~ 10 .h- It
per1.laa « .a OlhlfW1.. ~ltlld by 42 cn
Par1 2. A IIMt8J aulbonul1~ t« tJIe rwla...
of m8dicaJ ~ other in/~u. ..NOT
.WflClInt ror Ihja ~ Tbe f'.d.RJ n&jes
rfllnct an, u.. of ~ in/0fm81ion 10
cnnunaU, InY..h..18 « proMClli. an,
.lcoh04 « dnt ab~ peti8nt.

f ~ ~ --~ ~

Ir a patient con..n,- to a dllclo.ure of
hi. or her recorda under I %.J1. a

\lrolr8m may dilclo.. tho.. ~rd8 in
.ccordance With th.t ccnMnt to any
indiYldual or Ortan1UtIon named In Ihe
consent. except that di.closure. 10
cenlr.1 ~I.tne. .nd in ccnnection wltb
Cr1m1n.1 ju.tice ~rernl. mu.t m"t the
~qui~ment. or I Z.34 .nd z.n

~sp8CtIY.ly.

4. ro: {na:n. or 1111.0( I". ~rlon or
IJrv~nlutlOn to whlcll dl.clo8~ 18 10 be
m"Jcl
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§ 2.34 0!=== to ~ ~
..R o)C. -;- ~ ~ .._1IfIcat6On ~
m-.t-- ;-.:;..-;t Pr..."T.;.

(a) Definition... for purposes of this

sectIon:
Ct!/ltrol ~istry melnl In

organIl"tlOn whIch obtllnl rrum two or

more member prog~ms patient
Identlrylns Information about
Indlvlduall applylnl for maintenance"
treatment or delOxIficatIon treatment for
the pu~ole of avoldinl an indlvidual"1
concurrent enrollment In more than one

program.
D~tox/fication t~atnl.nt m~.ns the

dlspenIInB of I nlrcollc druB In
uecreIlInB dolel to In individual in
order 10 reducl or elimlnlte Idvene
physioloBICal or plycholollcal effect.
incident to withdrlwll from the
sustlined ule 011 nl~Otic dru8.

Maint~nQnc.!t~tm.nt meln. the
dispenllnl of I nl~Otic drulln the
treltment of In IndivIdual for
dependence upon heroin or other

mo~hine.like drugs.
.~femb.r proaram meln. I

detoxlficallon treltment or malnlenance
treatment progrlm which reportl patIent
identlfyinl infonnltion to a centrll
re81ttry Ind which is in lhe same State
I. that centrll regi.try or is not more
than tZS mllel from Iny bordlr of the
State In which lhe centr.1 feIJttry il
located.

(bl Restrictions on discla.ureo A
progrlm mly disclole patient records 10
a central registry or to any
detoxlfi~tlon or maintenance treltment
progrlm not more than ZOO mile. away
fCIr the purpose of preventinl the
multiple enrollment of a patient only if:

(1) The dilclolure it made when:
{1) Thl patlent"it "ccepted for

treiitment:
(II) Thl type or dosaBe of the drul i.

changed: or
(111) The trelitment it Interrupted.

resumed or terTnInaled.
( Zl The disclosure IS limited to:
(iI P.tlent identlfyina Infonnatlon:
(11) Type and do of th. drus: and
(iii) Relevant dates.
(31 The dllCJosure i. mad. wIth th.

pitlent'. written consent m..tinl the
rpqulrementl or, 2.31. except th.h

(I) The content mu.t lilt the niime and
.ludresl of pach central rp81stry and
each known deto~lfi~Hlion or
malnten.nce treMtment pr08ram to
which a dIsclosure wIll be mnup: and

IIi) The consent mMy ~uthorlze i
disclosure to any detoxlfi~tlon or
m~lnlenance treMtment prosrMm
est~blished within ZOO mil.. of ttlw
pr08rMm ifter the consent II 81\"~n
w:ttlout namlnl any tuch prn8r~m"

{(I L's~ of i/lformollon 11/"lled I()
rrc\"t'IIII("' (!f mu/4lp/~ ~"r(III/II'.nl~" I\

provtSiuns or par~.raph (cl ofthts
section) oind the requirements of
pitr~8raplls (b) ~nd (c) of tIlt' sectIOn.

rbl DuratIon of Con$pnt The wrItten
<.un,ent mu't stiJfe Ihe pcrlod durtn8
\, h'ch It rem~lns In effcct. ThIs perIod

:nust be re~son~ble. li]kln8 Intn accnun

( t J The ~nttclp~tpd len8th of the
trp~tment:

(21 The type of crImInMI procl!~uln.
Involved. the need for the tnfOrmillIon I
connection with the rinal dlSposllIun 0(
Ihat proceedin8. and when the final
diSpOsItIon will occur: and

(JI Such other f~ctor' as the pru.ritm
the patIent. and the person(s) Wllo will
receive tIle disclu,ure consider

pertinent.
(ct RevocatIon of cons~nt. The wrltte

con..ent must slate that It tS revocabl.
upon the pa'saR. 0( a specIfied ~moun'
0( ttm. or th. occurrence of a specIfied
liscertalnabl. event. The Itma or
occurrence upon whicIt consent
becomel revocable may be no later tha
the final di..pOlltIun of th. conditional
release or other action In connection
with which consent we. Riven.

(dl Restriction.f on redi.~clo.u'.. and
us~. A person who rec~1 \ t!s pat tent
Information under thIs section may
redilclo.. and use It only 10 carry oUt
that person'. official Quttes wIth re8arc
10 In. patient'. conditIOnAl release or
other actio" In connection wIth whIch
Ihe consent wa. 8lven.

~~ o-Otsdo8uree W1etOUt
P.ttent ConMnt

, 2.11 M.-. w.-;-.¥ge;~..

(~I General Rule. Under the
proc;edures required by paragraph (cl c

this sectIon, patient Identlfylnl
inforrnatlon may be disclo,ed to mpdic
personnel who h~ve a ne~d for
information about a pal lent for the
purpose of treltin~ a conditIon whIch
p~e' ~" Immediatl threat to the healt~
or any indivldu~l and whicl\ requires

immediate mcdicallntervention.

(bl Sp~ciQI Rul.. Pltient identlfylnl
informatIOn m~y be discloled 10 medic
personnel of tIt. FOod and Drul
..\oJmlnl'tratIOn (fnAI Who aslert I
rpdsun to bclle~e th~t th. health or ~A)
:1ui\'ldual miiy be threatened by ~n

\:rror In Ihe m~nllr..c;!ure. I~belln~, or

~cile 0{ a product IJnder rnA jurlsdictlc
ilnd th~t tIle InrUrmiAtlOn will be u~ed r,

I~. exclusi\'e purpn~e or nollf} Ing
I';ttlrnt~ nr th,lr )1h~ 'lcl~ns 0{ polenlt..

uilnwen.
((.11".(!( ..t!I,rrs. l~medl~I~ly rullowlr

t!I'i(losure. III. pro~r~m ,h.lll do(\lmen
the dls(losure In the p4tlPnl , rl:<.ord\.

~t:r,ln. rorth In \,r111"~:

central re8istry and ~ny detoxification
or malntenlnce trellm.nt pro8r~m to
which information IS disclos.d to
prevent multiple enrollments may nut
redisclose or use patient Idcnrlfyln8
information for any purpose other th'in
the pr.vention of multiple enrollments
unless authonzed by a court order undpr
Subpart E of these re8ulatlons.

( d) Permitted diJcJosu'. by a rentroJ
reslJtry to p,.v~nt a muJtipl.
t!nrollment. When a m.mber pro8rim
asks a central re81stry If an Identified
p'itlent II enrolled in another member
program ~nd the rellstry determlnel
that the patient il ao enrolled. the
re81stry may disclos--

(11 The name. addre,s. and telephone
number of the member prosram(l)In
whIch the patient IS alteady enrolled to
the Inquirinl member program: and

(Zl The name. address. and telephone
number of the inquinnl member
program to the member protram(s) in
which the petient !s alreedy enrolled.
The member programs may
communicate as necesaary to venfy that
no error has been made and to p~vent
or eliminate any multiple enrollment.

( e I Permitted di.rclolu'. by a
detoKificatian or maintenonc. t~tm.nt
prosrom to p'.v.nt a multiple
enrollment. A detoXJfication or
maintenance tre.tment prosr.m which
hal received a dlIclosUte under thil
section and hal determined that the
patient is al~ldy enrolled may
communicate as nec.s»ary with the
program maklnlthe dilClolUte to venfy
that no error hal been made and to
p~vent or eliminate any multiple
enrollment.

, 2.31 ~-- to ..-;~-;ta of tr'8
~ ~ ey.- ..-n reterrM
~-;;-.

(a) A protram may dilclo..
information about a pMtlentto tho»e
personl wIthin the criminal justlcl
system whIch have made participation
in the prGlfam a condition of the
dilpositlon of any cnmlnal proceedin~
"8ainst the patient or of the patient'l
p~role or other release from cultody if:

11 I The dlsclosu'. II made only to
Ihose Indl\'lduals wIthin the cnmlnal
iustice system who ha\,1 .need for the
informatIon In connectIon wIth their

duty to monItor the pMti~nt.1 pro.re,1
(el.. a protwcutlnlattomey who II
\v,(hholdlna charges i8~nst the p~tl'nL
..collrt gr~ntlng pretn~1 or posttriil
releH'e, probltlon or parole officers
re~pon~lhle rnr ,uper\.I~I()n (If th@

pdtlent): and
(~Il he lI¥tlent h.11 ~1.ineIJ .~rltt~n

( onsent meetln~ the requlrem~nts of
I ~_11 (e'cepl p.r..grlph (~1(81 which IS
1(1(.t\,.'~I~I.nl with Ihe rp\'nr~.lon
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Medicaid audit or evalUAtioQ activity ia
specified in thi. p.naraph.

(dl Limltation.t on di.tcJo.urw and IJ.N.
Except a. provided in pararraph (c) of
thi. section. p~tient Identlfyinl
information disclosed under thi. section
may be ditclu.ed only baa to tn.
program from which it waa obtaIned and
used only to carry out In ludit or
evllu.tion purpo.. or to inve.tilata or
pro.ecute criminaJ or other activltieL aa
iuthoriud by a Court order entered
under § z.~ of these ~Iationa.

~ I ~ 01'*'- ;:- .v. -:z. ~ ..

Dt8Cto~~ And U.

I Ut ~ ~ ( a I Effect. An ord., of. CQUrt of

competent juriadiction enltred under
thi. .ubp.rt ia e unique kind of caurt
order. ItJ only pUrpoM it 10 aUthorize a
disclo.ure or use of pet1ent iDfonnation
which would 01heTWise b. prohibIted by
42 U.S.C. ~. 4% U.s.c. 3)dd-J and
these ~.honL Suds an order dOet
not compel diICIO8Uf8. A subpoena Of .
simllU' 1...1 mandate muat b. i.aued in
order to compel diKlOlure. Thia
m.ndate may b. entered at the ..me
lime at and accompany an authorizinl
court order enteM und8Y dl...
reguJation..

(b) Exampln. (1) A penon holdinl
record. subject to the.. r9I'IlatioM
receives a .ubpoena r... those ~ord.: a
respon.. to the .ubpoena I. DOt
permitted under the reIUlatioat unJe..
an aulhorizinl CQUI1 order is enleM
Tbe penoQ may not diICJose the recorda
in response to the .ub~ unle.. .
Court of Competent juriadicfion enters all
cluthorizinl order under thew
regulations.

(2) An authonzlnl coUl1 order i.
entered under thete ~at10nL but the
penon authonzad does not want to
make the disclo8ure. If there ia no
subpoena or other compu1aory p~
or a subpoena for tbe recoId8 w
expIred or b..Q quaahed. th.t penon
may reru.e to make the diacJoaun. Upon
the entry of a valid 8ubpoeu ~ other
compullOry proce.. the penoa
iuthonud to dilclOM mat ~.
unleta there ii a valid letaJ derenae to
the proceta other th.II tJ\e
conCidentiality restnCItoat of th...
rejUlationa.

12..2 O"' c..II.~
dt~ X.-.;K.~ -~
~ ..8Y=.--=:.

A Court order under these rw&uJatJoM
m~y nut authorize qualified penoMeL
who have r9CeIved patient IdintJfyinl
inf\Jrmation without consent ror the
purpIJte 0( condu,tin, rt...~b. llIdit or
e\ alu~tIOn. to disclo.. that Inronnation

from program premil.s by any pe~on
who:

(11 Agrees in wnlinllo:
(i) Malnlain In. patIent idenllfyinl

informalion in a~ordanc. wIth th.
secunty requirementl provIded in 12.18
or thes. regulations (or more slrin8ent
requlremenllr.

(lil Oestroy III th. palienl identlfyinl
infonnation upon completion of th.
audit or evalualion: and

(iii) Comply witit the limilationl on
disclolure and us. in paragrlph (d) of
this lection: and

(21 Perform. tit. audit or evaluation
activIty on be"alf of:

(il Any Federal. Slat.. or local
80VemmenlaJ a..ncy wbjch provIde.
financial aISi,lanC8 10 tite protram or i.
aulhorized by law to regulat. I1I
activlliel: or

(ii) Any pnvale p.rson wbjdt provide.
financial .,lislanC8 to the program.
which i. .titird pan payer covennl
patienl. In th. proll'am. or which ~ a
peer review OrtaNUtjon p~,.forminl.
utilization or qu.lity controj revi.w.

(c) ""f~icarw 01' M~icaid audit 01'
evaluation. (1) For pUrpOM. of Mtdicart
or Medicaid audit or evaluation under
thil section. ludit or evaluation includ..
a CiVIl or adminiatrativ. inVettilation of
the PfOIraID by any F.deraL Stale. or
local a..ncy responaible for o\,.rslsht of
th. MediaN or Medicaid protraID and
includel .dmini.tratjve enlo~ment.
a.ainlt tit. protnm by the a.ency. of
any remedy authorized by law to ~
impoHd a. a re.uJt 0£ tit. rlndinp 0£ tit.
invelti.atlon.

(21 Conai.tent wIth the definilion of
prolfaJD in I %.11. program includel an
employ.. 0(. Of proY1d8t' of medical
semcu under. tit. prQ1r'8m w"en tit.
empjoy" or prov,d.r I. th. subject of a
civil InV..II..tlon or admin.,traliv.
Nmedy. .1 titOM t.rm. aN ul.d in
pan81'8ph (cl(1) of tit,. secnol\.

(311f a diICIOlure 10 a person is
autitoriaed under titjl MCtion for a
Medicare or Medicaid .udlt or
evaluation. tnciudinl a C,Vtj
inveltl..tlon or admlni.tralive remedy.
a. IhOM leMIl. aN uaed in p.rall'aph
(cl(11 of lhia ItCtiOn. Ih.n .~r Nview
or.-niutiott w"l~ Obl.in. In.
iniorm.lion und.r paragraph (.lor (bl
may dilCloM I". informalion to that
person but only for purpoHS 0(
Medica'. or M8dicald ~udlt fIr
evalu.lion.

(41 Th. p~vllion. of thl. par:1l1ap"
do not aulhonu th. a~cy. L~.
prollam. or any ot"er person 10 dilClol.
or use p.licnt Identlfyinl in{onnalion
obtaIned dunnl th. audil or evaluatlol\
for Iny purpolet other than thol.
necell~ry to complete the ~Iedica~ or

(11 The naln8' 0( tIle ~ penonnet
to whom disclolure wal made and the;r
affiliation with iny healt~ care faality:

(21 The ne me of the ind1V;duai makj",
the disclosure:

(31 The date and time of the
disclosure: and

{~I The nature of the emeflency (or
error. If the report wal to FDA).

(A~prov.d by the omce 0( Man...mentlnd
BudS.1 unIJ.r Conl~1 No. ~~.)

t I-SI ~--S. ~-;;-w (dl Patient identi(yinl inlormatlon

may be discloled (or the purpo.. of
conductlnl .cientinc reHarch if the
prolram director makel a determination
that the recipient 0( the p~tient

identl(yinllnfonnation:
(1 J Is qualified to conduct the

research: and ~
(21 Hal a resea~ protoco! under

whlcls tIle patient identlfyinl
information;

(il Will be maintained In accordanca
with the secunty requirement. of. z.11
0( tIIe.e reIUJation. (or more .mn..nt
requlrementll: and

(ail Will not be redi.cloted except a.
permItted under parlarapb (bl 0( tIIia
section. .

( b I A person CQnIJ~ttnl re..arcb may
disclole patient Identifyinllnlormatlon
obtained under pera pb (a) of thi.
section only blck to tIle pfOlr'am from
which that infonnation w.a obtainad
and may not Identify any indiV;dual
patient In any report of that releerch or
otherwise disciole petient identities.

t 2.~ A.,.. ~ ev=-~ R-;;-w~

( a) R~cord, not copi.ct o~mov~. II
patient recorda are not CQp~d or
removed. paiient identi!yinl in!onDation
m~y be discioled in the course of a
review or record. on p~.,.m prelni..8
to ~ny person who elf". in wntiq to
comply wIth tIle limitatioR8 oa
redisclosure and UH in pat8ll'3ph (d) of
thi. section and who:

(11 Performa tIle audit or evaluation
iCtlvity on behal( of:

(il Any Federal. State. or local
governmental a..ncy wbich PC'OYidn
financIal alal.tance to the PfOII'8m or I.
Iulhonzed by law to reIUJate it.
activltlea: or

(ii} Any pr;v.te person whld\ provide8
financial ...iltanca to the proaram.
which I. a tIIird party payer covennl
patient. in the proanm. or which i. a
peer review oflanlzatlon perfonninl 8
utilization or quality control review: or

(Z) Ii detennlned by the ptotram
director to be qualIfied to conduct the
iudH or evaJuatiOtI acttvitin.

(bl CoPYInr 01' rwmov01 of ~rdt.
Record. COC\(alnin~ patient Identlfyinl
In(onnatlon may be COpied or removed
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in penon. for th. limited purpoM of
providinl evidenc. on the .tatutory and
relUl.tory cnteria for th. isluanc. of th.
court order.

(c) R.vi.w of .videnc... Conduct of
hearing. Any oral araum.nt. review of
evidenc.. or Iteanna on tit. application
must b. Iteld in th. ludge'. chambert or
In lom. maMer which ensure. that
patient Identlfyina InformatIon is not
dilclo..d to anyone other than a party
to the proceedina. the patient. or tIt.
person holdinl the record. unlesl the
patient requestl .n open hearinl in a
manner which m"tl th. wntten conMnt
requirem.ntl of the.. relU1ationl. Th.
proceedinl may includ. en e~amlnation
by th. jud,. of th. patient recordl
refernd to in th. .pplication.

(d) Cr1teria for entry of ord~r, An
order und.r thil lection may b. entered
only If th. court determin.1 that good
caul. e~i.t.. To max. thil
determination th. court mult find that

(1) Other w.yl of obtainin& th.
information are not avallabl. or would
not ~ effectiv.: and

(2) Th. public interelt and need tor
th. dilclolure OUtw.l&h th. pot.ntial
injury to the patient. tit. phylician.
patient relatlonahjp and tit. treatment
service..

(e) Content of order. An order
authorizing a dilclo.ure must:

(1) UtnJt di.clo.ure to thOI. partl of
the patient'. record which are e.l.ntiai
to fulfill th. objectiv. of th. order,

(2) Ulnjt diIClolure to thola penona
whol. n.ed tor information il the baaia
tor th. order: and

(3) Includ. .uch otit.r me..ure. .a .re
nec.saary to limit diICloaure for th.
protection of the patient. tit. phy.ician.
pati.nt relation.hip and th. treaanent
.ervic.a: tor example. ..Ilin, from
public lcnltinJ th. record of any
proc.edinl ror which dIICiOture of a
pati.nt'a record ha. ~.n ord.red.

, 1.81 " ~ ~ ,. ...
..;-..~.w ~~ 8td ~ of t-*
to ~~--; :.-; .~-~
~

(a) Applicatian. An ord.r autitoriz1nl
th. diaclo.ure or UM of pati.nt reco~
to cn:minally inv.atJllt. or prolecut. a
patient may be applied ror by tb. person
Itoldint tit. recordl or by any person
conducti"8 inve.tllativ. or prolecutorial
activiti.. wIth respect to th.
enforcement or cnminal law.. Th.
application may be filed ..parat.ly. a.
part or an applicatlon for a .ubpoena or
other compuJ.ory procet.. or In a
pendlnl cnmlnal Icnon. An application
mult us. a flCtltlOUI name .uch a.John
Doe. to refer to any pati.nt and may not
contain or otlterwlle dilclo.. patIent
identlfyint Information WIle.. th. colUt

ha. ordem the record of Ihe proceed!",
le.led from public Icrutlny,

(b) Noti~ and h~rt"g. Unle,. an
order under t z.ee i. lou8ht with an
order under thi. lecllon. the person
holdinl the record. mu.t be given:

(1) Adequate notice (In. manner
which wIll not di.clo.e patIent

identlf}1ng informatIon to thIrd partlesl
of an application by. pe"on perform\nl
a law enforcement functIon:

(Z) An opportunity to appear ond be
heard for the limited purpo.e of
provjdins 8V1denc. on the statutory anIJ
feIUlatory cntena for the Issuance of the
court order: and

(3) An opportunity ta be repr~sented
by coun..1 independent of counlel for
an appl!cant who i. a person perlorml",
.law enlotC8ment function.

( c I R.vi... of .vid.nc... Conduct of
Jr~nn,.. Any oral afl\Unent. review of
evtdence. or heanna on the applicallOn
.hall be held in the ludge's chamberl or
in some other maMer w~clI ensure.
that patIentldentifylnJ inlonnation is
not diacloaed to anyone other than a
patty 10 the proceeding8. ane patient. or
th. perIOD holdinJ th. recorda. Th.
procHdina may indud. an examination
by an. judte of an. patIent recorda
referred to in th. application.

(d) Crit.ria. A court may authanze an.
diaclo.ure and ~e 01 patient recorda for
Ih. ptUpO.. of conducting a cnln!nal
invest!latioD or proaecullOD ola pallent
only ii th. court find. Ihat ail of th.
followin& aitena are met:

(11 The cnme involved i. ex~mely
senou.. aucl! as one which ca~es or
directly thrtatena 1018 of lite or aertoua
bodily Injury indudiq homjCJde. rape.
kidnappinlo armed robbery. assault With
a deadly weapon. and cJ1jld abuse and

net!ect.
(Zl There ~ a reasonable likelihood

that the recorda wlil dildo..
information of subslantial value In th.
inv.stigatioD or proaecutiOn.

(31 Other way. of obtalni"8 the
informalion .,. not available or wowd
not be effectiv..

(41 The potential injury 10 t1Ie patient.
10 th. phy.ictan-patient relationahip and
to th. abIlity of th. pfOll'am 10 provIde
serv1cet to other patients II outweighed
by th. public Int.,.lt and the oHd for
the dilclo.ure.

(5llf th. applicant il a pe"On
performlnl a law enforcement function
that:

(i) The penon holdinl the recorda h..
been afforded th. opportunity to b.
reprelented by Inde9'ndent couns.~
end

(ii) Any person holding the records
wh.cl! il an entity withIn Federal. State.
or locallOvemment hal In fact been

or use It to conduct any criminal
Investliation or Pro.ecution of a patient
However. .Court order under t z.~ may
luthonzl disclolun and 118. 0( recorda
to inve.tllgate or Prosecutl qullified
per.toMel holdin8 Ih, recorda.

f 2.U c~~. communIcatIons.
(a) A court order 'Jnder these

resuJatIons may authorIze disclosure 0(
confidential communlcatlOnt made bye
patient to a pro8ram in the course 0(
diasno.ia. tre.tmenL or re(erral for
treatment only It:

(1) The disclo.ure i. necess.ry to
protect a8.inst an exlstin8 thre.t to li(e
or 0( .tenou. bodily Injury. Includinl
circum.tance. which constitute
suspected chIld .buse and neslect and
verbalttlr.atl a8aintt third partle.:

(Z) The ditclo.ure i. necest.ry in
connectIon with irtvestl8ation or
prosecution of an extremely serioua
crime. .uch at one which directly
threltenl 10.. 0( lire or seriout bodily
injury. includinl homicide. rape.
kidnappln8o anned robbery. a.s.uJt WIth
a deadly we.pon. or child abut. and
n~lect; or

(3) The di.tclos~ is in coMectlon
with litIgation or an administrative
proceedinl in which the petient offers
testimony or other evidence pertainina
to the content of the confidential
commurucation-.

f 2. .." ..~ ,. ~
IU~ ~.. ~-~ ,. ;-.;;.-.;; ~-..
~

(al Application. An order authorizinl
the dlscloture of patient records for
p~se. other than crtminal
Investl8ation or proMCUtion may be
applied for by any person havlna a
legaJly recosnlzed interest in the
disclos~ which is sousht The
applicatIon may be filed separately or
at part or a pendina ciV11actIon in which
it appears that the patient ~Ordt .,.
needed to provide evidence. An .

application mat \188 a 8ctitlo\&8 name.
such at fohn 00& to ref8r to any patient
and may not ~taiD M otherwi..
di.tcloM any p8U8Dt ideatifyinf
inronnation unl... Ibe p8tieat ia Ibe
applicant or ~t pven a written cOMent
(meetlnl the requlrementt of thfse
regulatlonsl to diIClosure or the Court
has ordered the record of the proceedinl
Ifaled rrom public Icrunlty.

(bl Notlc.. The patIent and the persolt
holdinlthe records from whom
disclolur. IS loulht must be lIven:

(1) Adequate notice in a manner
which wIll not disclol. patIent
Identlfyinl :nformatlon to other persont:
and

(Z) An opportunity to fii. a written
re.tpon.e to the .pplicatlon. or to appear
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Ih. dilCntioa 01 !b8 cOUrt. be Ifanted
wIthout notICe. AJthoush no .xp'...
!'IOh~ ia reqund to IM PtOll'~ to th.
person holdlnl In. recorda. or to any
pati.nl whOM recorda ale to -0-
dildo..d. upon ImplelMnlatlOA of an
ord.r 10 ar.nted any of the .bov.
persona muat b. afforded .n opport\lnity
to seek r.vocalion or amendm.nt of that
order. limJttd to th. pres.nlallon of
evidenc. on tb. statutory .nd reIWatory
cntena for th. I..uance of the co~
nrder.

(c) Requi,.m.nt.t for ord.r. An ord.r
under thla I~tion muat b. entered in
accordance with. and comply with th8
requiremeDti of. paraarapha (d} and (e}
of t 1.84 of the.. reIUlauon-.

(d) LJmJtotJon. on di..cJ~u'. and w.
of poti~nt la.ntJfyin, informotJon: (1)
AB order entered under thia I8Clion
muat require the deletion of p~tlent
Identifylnl infomt.tion from any
docum.ntl made avaliabl. to the public.

(Zl No information obt~ln8d W1dar thi8
section may be uled to conduct any
Investi8~tion or prolecutioa of a peti8nt.
or be ~ed .a th8 balia for an
application Cor .a order under I 1.65 of
thea. resu1Mtion..

f Z.11 01'-. ~ ~, ~
~ cow. ~ ...,...,.. -
C.~~-;-.: y --~_.~II ~I~ .~
of.~.-.

(a) .4ppJjcGtjon. A court ord~r
authorizi.. tis. placemeat of an
undercov.r a..nt Of Infonnant in .
pr°1l'8JD al aa employ" or p.tienl may
b. applied f~ by My la. enforcement
or proa8CUlqn.1 a..ncy wl1icb ha.
re.aoa 10 beli8V. that employeef or
11.nla of lhe PfOll'8Ja .,. .nta.ed in
cri18inaJ mi8COaduct.

(b) Nota. "111. PfOll'8Ja diNctor muat
b8liv.a adequta agtj~ of tb.
.pplicati~ end u opportunity 10
appear Md b8 ~ (for tis. limited
purpo.. of provldinc .V;dence 0. th.
It.tutOry and '..W.tory cnl.nM for th.
LaaU8nC8 of tb. ~ order). un1... tb8
applicaUoa UMrtl .b8liel that.

(11 "111. pro!f.m ditKtor la tn\"olved ia,
Ih. cr\mInaJ aCliVtti.a 10 -0- inv.ati..led
by tl\. undercov.r a..nt or Informant. or

(Z, Th. PNII'.18 d~lor will
IntenIionaUy or unintentioMlJy diacJOM
th. propol8d pl.c.U\8nt of an

llndercover a..nt or Informant to th.
employee. or I..n~ who Irw suspected
of cnnunal ICtlVltlet~

(c) Cflt.na. An order und.r thlt
,ectlon ma, be entered only If th. court
determin. th.t ~ c.u,e .~i,t.. To
make thlt .et.rmIMtlon [h. court mlAat
find:

(1) Therw i. ~Isoa to believe thaI an
employee or I.ent of Ihe protram I.
en88ted iD crimin.1 actlvlly:

{2) Oth.r wayl of obtaininJ evldenc.
of thi. cr\miMl activity are not avaJlabl.
or would not be effective: .nci

{3) 11w public interelt and need for
the pl.cemaDt of an undercover a8ent or
informant in th. p~m outwellh Ule
pot.nt1e1 injury to palientl of III.
pro~m. phyllcian-patient relalion.hipe
Ind th. tN.tment servic...

(d) Conr.nt of otd.r. An order
authonz1"8 the placement of an
undercover .pnt or informanl in a
P fOII'8lD m 1&8 I:

(1) Specificeily .uthoriz. lhe
placement of an und.rco\,er lient or ID
in{onnant.

(2) Umit the total period of the
plaC8meDt to .ax moDtba;

(3) Prohibit me wad8r='Ver ..ent or
in!ormut frCX8 ciilCJo8iD8aDy paUeDI
identifyiJ28Infwm&tioD obt&iD8d fro~
lhe placement except al ~laty to
cnminaUy iDV..ti8.te or proae<:ule
employ... or ...n~ of the PfO'Flm: I.Dd

(41 [nclud. Iny olh.r mea.uru whicll
I'. Ippropriata to Um.1t any pol.atie1
dilnlpti~ of the PfOF8m by th.
pl.cem.at Ind uy potential far .rell
or ap~areat bre.clI of pati8Dt
confid.at1alityo. for .ump1e. ..a1inc
from pubUc IQUtiny lh. record of any
proceedinl for wbicll d.iaclO8WW of .
pati.nt'. rwcord ba. beea ordered.

(e) l.Jmitatlon O/t U.I. of infarmatioA.
No iaformAtioD oblaiDed by 84
undercover I..at or inform&Dt pl.ced
under thi. HCtion m.y be ued 10
crtmjaaily iDv..npt. ~ pfO88C\lt. any
p.lient or .1 the b..i. for 84 applicatiOJS
for .a order under I %.61 of the..
reaula ti o na.

l~ Ooc. .'.-11781 Flied ~ 1:48 ami
~ ~ .1..,'..

reprw..nted by counMJ in~R. 01
th~ Ipplicant.

I~I ConuQt 0( ora.,.. Any ord8,
autho~Dt a ditdoa~ or ut. 01 pati80t
r~cords under this section mus~

11} LimIt disclosure and UA. to tho..
pCirtl of th. pati~nt.s r.cord which Ire
.'ss~ntial to fu1fi1J the Oble1:tlv~ of th.
ord~~

121 Limit ditclo.ure to thos. law
enforcem~nt Ind prolecutorial official.
who ..re r~lpontlbl. for. or are
conducting. th. invelnlation or
prOle1:utIOn. and limit their ut. of lbe
record8 to InveltilatloD and prole1:ution
of ~xt~mely serioul crime or suspected
crime specIfied in th. Ipplicatio~ and

(3) Indud. .uch other mealutet al Ire
ne1:el.ary to limit di.clolUt8 and uae to
the fulfillment on only that public
Inte~.t Ind need fOUDd By th. court.

t z... ~-; ..~ MI;;..;..~-.. ~ r_-

to ~~~ .~-~ a ~ ;; -
ttI8 ,.,... ~ 8'8 , ( " I AppJi"QtJQn. ( 1) An order

luthoriDDl the di8CJoaure or de of
patient NCQrda ~ cnm~Uy or
adminittr.tively investifat. I)r
prolecute a prosnm M the penoa
holdinc the NCOrda (or employ... or
~gent. of that prosr.ID or personl may
be applied ror by any sdmini.tntive.
r~atory. Iuperviaory. invest1pti~..
law ~n!orceIDeDt. or prolecutoria!
agency havin& Iur\ldictioa over th.
program'l or perIOD'. activitiet.

(21 The application lDAy be filed
s~parately or I. pelt of a pendi.na ciV;&
or crifDjnal actioa slawt a pro81'~ or
th~ person holdinc the recGro. (or
agent. or ~mploy..t of &!le PfOlJ'&lD M
p~rlon) in whiclt it Ippean that the
patient reCorda are ne~ed to proV;d.
matenal evIdence. The Ipplication m\&8t
u.e a nctitiout name. such II JoM Doe.
to ~fer to Iny patieat and may not
conta~ or otherwiM dildoM any
patient identifytnt infonaatiOD unJe..
t he court ha. ordeM the rKOrd of th.
proceedinc ..aleG hID pubUc 8Ct\It1ny
or th~ patient ha.liYeD a writteD
consent (m..tinl t:he rwq~mentl of
I %.31 of theN ret'&lattonal to tha.
diIClolure.

(b) NOli"' not ~UJrWt/. An
appllc.tion under thi. sectIon m.y. in
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